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Cn1COK U3MEHSIIOLLIMX JOKYMEHTOB
(B pea. PegepansHoro 3akoHa ot 03.08.2018 N 323-d3)

CraTtbs 1. [lpeameT perynupoBaHus Hactosilwero ®eanepanbHOro 3akoHa

1. Hactoswmn depepanbHbil 3aKOH perynupyet OTHOLLUEHWUS, BO3HMKawLWmMe B CBA3M C pas3paboTkon,
OOKIMMHNYECKUMM UCCNEeaOBaHUAMM, KITMHUYECKMMU UCCIeqoBaHMUSIMU, 3KCMEPTM30N, rocyaapCTBEHHON perncrpaumen,
NPOM3BOACTBOM, KOHTPONEM KayecTBa, peanusaumen, NPUMEHEHWEM, XpaHeHWeM, TPaHCMOPTUPOBKOW, BBO3OM B
Poccunckyto depepaumio, BbiBo3oM u3 Poccuiickon ®Pepepaunn, YHUHTOXKEHWEM OUOMEOULMHCKUX KIETOYHbIX
NPOAYKTOB, NpefHa3HayYeHHbIX ANS NPogUNakTUKK, ANArHOCTUKU U neyYeHns 3aboneBaHuUn UNu COCTOSIHUIA nauueHTa,
COXpaHeHunst GepemMeHHOCTM W MeauuUMHCKOM peabunurtaumm nauyveHTta (ganee - obpaweHue OBMOMeaNLMHCKNX
KNETOYHbLIX MPOAYKTOB), @ TaKKe perynupyetr OTHOLUEHWUS, BO3HMKaKLWMEe B CBA3M C AOHOPCTBOM OMOMNOrnM4eckoro
mMaTepuana B Lensx npon3soacTea GoMeguuNHCKMX KNETOYHbIX NPOAYKTOB.

2. [eiictBre Hactoswero ®defepanbHOro 3akOHa He pacrpoCTPaHSeTCs Ha OTHOLUIEHMsl, BO3HMKalowwme Mnpu
pa3paboTke 1 NPOM3BOACTBE NEKAPCTBEHHBLIX CPEACTB U MeONLMHCKAX U3OennuiA, JOHOPCTBE OpraHoOB M TKaHeil YernoBeka
B LieNnsiX Mx TpaHcnnaHTaumu (nepecazku), JOHOPCTBE KPOBU U €€ KOMMOHEHTOB, MPU UCMOMb30BaHUM MOMOBLIX KINETOK
YyernoBeka B LiENsiX NPUMEHEHNS BCNIOMOraTeNnbHbIX PENPOAYKTUBHBIX TEXHOMOIUIA, @ Takke Ha OTHOLLEHUS!, BO3HMKaoLWme
npu obpaLleHnmn KNeTok 1 TKaHel YenoBeka B Hay4YHbIX U 00pa3oBaTemNbHbIX LensX.

Crtatbs 2. OCHOBHbIE MOHATUSA, UCNONb3yeMble B HacTosiwem PenepanbHOM 3aKOHe
B HacToswem PefepanbHOM 3aKOHE UCMONb3YOTCH CreayioLe OCHOBHbIE MOHATUS:

1) BMOMEANLMHCKUIA KNETOYHbIN NPOAYKT - KOMMMEKC, COCTOSALWMNA U3 KMETOYHOW NMHUW (KNETOYHbIX FIMHWUIA) W
BCNOMOraTernbHbIX BELWECTB N0 M3 KNETOYHON NIMHUK (KNETOYHbIX NIMHUIA) U BCNOMOraTerbHbIX BELLECTB B COMETaHUn ¢
NPOLUEALIMMMN FOCYAaPCTBEHHYIO PerncTpaLmio NekapCTBEHHbIMKW NpenapaTaMu Ans MEeAMLMHCKOrO NpUMeHeHus (ganee
- NNekapCTBeHHbIe Npenapartbl),  (unu) papmaueBTUYeCKUMU CyBCTaHUMAMM, BKIIOYEHHBIMW B rOCYAAPCTBEHHbBIN peecTp
nekapcTBEHHbIX CpeacTs, U (M) MEQULNHCKUMUN U3AENNAMMU;

(B pea. PegepanbHoro 3akoHa ot 03.08.2018 N 323-93)

2) peanusaums GUOMELMLMHCKOIO KNeTOYMHOro Npodykta - nepegada GMoMeanUMHCKOro KIETOYHOro npogykTa Ha
BO3ME3HOW OCHOBE U (Mnn) Ha 6e3BO3ME3AHON OCHOBE;

3) ayTONoOrnyHbIn BUOMEOULNHCKUIA KNETOUHBIN NPOAYKT - GUOMEONLNHCKNIA KNETOYHbIN NPOAYKT, coaepXallmi B
CBOEM COCTaBE KIETOYHYIO JIMHWUIO (KMETOYHbIE NMHMM), MOMYYEHHYK M3 BMONOrM4eckoro Martepuana onpegeneHHoro
yenoseka, U NpeaHa3Ha4YeHHbI ANs NPUMEHEHUS 3TOMY >Xe YErTOBEKY;

4) annoreHHbli GMOMEONLMHCKNA KINETOYHbIN MPOAYKT - OMOMEAMLMHCKMIA KIETOYHbIA MPOAYKT, COAEPXaLUui B
CBOEM COCTaBe KIIETOYHYI0 JIMHWUIO (KIETOYHbIE NIMHMM), MOMYyYEHHYK M3 BMONorM4yeckoro Martepuana onpegeneHHoro
YernoBeka, 1 NpeaHa3Ha4YeHHbI AN NPUMEHEHWS OpYrMM NogsaM;

5) KOMOWHUPOBAHHbLIN OUMOMEOUUMHCKMIA KNETOYHbIN MNPOOYKT - OMOMEAMUMHCKUA KNEeTOYHbIA MPOAYKT,
copepXaluin B CBOEM COCTaBE KIIETOYHbIE NIMHWM, NOMyYeHHble U3 Bronornyeckoro matepuana HecKosfbKUX NoAen, U
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Flpe,D,HaSHa‘-leHHbIﬂ ana npuMmeHeHnda ogHOMy U3 HUX;

6) obpaseL, BMOMEOMLIMHCKOIO KIETOYHOIO MpogykTa - OMOMEAMUMHCKUIA KIETOYHbIM MPOAYKT WM ero 4acTb,
MONyYeHHbIE B LENsSX W3Yy4YeHUst ero CBOWCTB, B TOM 4WUCIle ANS OLEHKM KadecTBa OMOMEOULMHCKOIO KMEeTOYHOro
npoaykTa u ero 6e3onacHocTH;

7) KNneTtovHaa JIMHUA - CTaHO4apTU3OBaHHaA nonyndauna KreTtok o4HOro Tuna C BOCNPOM3BOOAUMBLIM KIEeTOYHbIM
COCTaBOM, nony4YeHHaa nyTemM Wu3bATUA U3 oOpraHM3mMa 4ernoBeka ouonoruyeckoro MaTtepuana C nocnegyroumm
KynbTBMpOBaHMEM KINEeTOK BHE OpraHn3mMma 4YernoBeka,

8) BcrnomoraTtenbHble BeLeCTBa - BelecTBa HEOPraHW4YecKoro WAn OpraHU4Yeckoro MnpOUCXOXAEHUS,
ncnonb3yeMble Npu paspaboTke U Npon3BoacTBe BUOMELMLNHCKOIO KNEeTOYHOrO NPOAYKTA;

9) 6uonornyeckun MmMatepuan - OGuonorndeckne XUAKOCTU, TKAHWU, KINETKU, CeKpeTbl U MNPOAYKThI
XU3HEOEATENbHOCTU 4enoBeka, uanonorndeckme u naTonornvyeckme BblAeneHusl, Masku, COCKOObl, CMbIBbI,
OMONCUIHBIN MaTepuart;

10) goHop Owmonormyeckoro marepuana (ganee Takke - LOHOP) - YenoBeK, KOTOPbIN NPU XM3HU NpeaocTaBuil
OGuonornyeckuin matepuarn, WM YernoBek, Yy KOTOporo 6uonorvyeckuii Matepuan mnornydeH Mocne €ero cmepTw,
KOHCTaTMpoBaHHOW B Nopsidke, yCTaHOBNEHHOM 3akoHoAaTenscTBoM Poccuiickoin denepaumu;

11) moHopcTBO BHonorMyeckoro MaTepuana - NPoLecc NOCMEPTHOrO NpeaocTaBneHns Guonornyeckoro Matepmana
(nanee - nocMepTHoe [AOHOPCTBO) WNM MPWXKM3HEHHOrO NpefocTaBneHuns OGuonorndeckoro MaTtepuana (panee -
NPUXN3HEHHOE JOHOPCTBO);

12) HopmaTVBHas JOKYMEHTaLMsA Ha GOMEOULIMHCKUIA KINEeTOYHbIV NPOAYKT - paspabaTtbiBaeMblii Npon3soauTenem
GUoMeaNLIMHCKOrO KIeTOYHOro MPOoAyKTa AOKYMEHT, coaepXalluuii nepeyeHb rnokasaternei kadectsa GMOMELULMHCKOro
KNEeTOYHOro npoaykTa, onpenensieMblx Mo pesynbrataM COOTBETCTBYIOLUMX SKCMEepTU3, U UHdopMauMio O MeTodax
KOHTpOns KayecTBa BMOMEANLMHCKOTO KIETOYHOTO NPoayKTa;

13) kayecTBO OMOMELMLMHCKOIO KIETOYHOro NpoAykTa - COOTBETCTBME OMOMELMLIMHCKOrO KMETOYHOro npoaykTa
TpeboBaHMAM HOPMaTUBHOWM LOKYMEHTaUUN Ha GUOMEONLMHCKNIA KINETOYHbIA MPOAYKT;

14) 6e3onacHOCTb GUMOMEOULIMHCKOrO KITETOYMHOro MpOoAyKTa - XapakTepuctuka OMOMEeaMUMHCKOro KIeTOYHOro
npodykTa, OCHOBaHHasi Ha CpaBHUTENIbHOM aHamnuse ero 3deKTMBHOCTM U puUcKa MPUYMHEHMSI Bpeda XU3HU W
3J0POBbIO YeroBeKa Npu ero NPUMEHeHNM;

15) Sq)d)eKTVIBHOCTb OMOMEANLIMHCKOIO KINETOYHOro npoaykKkTa - XapaKTeEPUCTUKa CTeneHU TMOoJIOKNTEITbHOIO
BMUSIHUST OMOMEANLIMHCKOIO KNETOYHOro NnpoAYyKTa Ha TedeHne, NpoaoJIKUTENIbHOCTb 3aboneBaHust NN COCTOSIHMSA NMNBOo
Ha X npeagorBpalleHne, Ha coxpaHeHue 6epemeHHocm, Ha MEOULIMHCKYO pea6|/|nMTaL|,mo nauneHTa,

16) NPOTOKOJT KIMTMHNYECKOIro nccrneaoBaHuA OMOMeaNLMHCKOro KNeTo4HOoro npoayKTa - OOKYMEHT, OI'IpeD,eJ'IS'-HOLIJ,I/IIZ
Lenu KIMHMYeCcKoro nccrneaoBaHmst BiomeguuUmMHCKOro KNeTouHoro npoaykTa, q.)OprI ero opraHmsauun n metogosioruto
npoeeneHnd, ctatTucTtn4yeckme mMmetoabl O6p360TKVI pesyneratoB UccrnegoBaHuAa U Mmepbl nNo obecneveHunto 6esonacHocTn
nayneHToB, y4acTBYOLWMNX B KIMTMHNYECKOM MUccnegoBaHumn OMOMENLIMHCKOIO KNETOYHOro NpPoAYKTa;

17) nHOPMALMOHHBIN NNCTOK NauueHTa - JOKYMEHT, B KOTOPOM B AOCTYMHOW hopme nsnoxeHa vHgopmMauus o
KMMHWYECKOM MCCnefoBaHMn GMOMEAMUMHCKOrO KEeTOYHOro NpoAykTa, ero uensx, nrnaHe npoBeAeHus U BO3MOXHbIX
puckax, coctaBe OMOMEOMLMHCKOrO KMEeTOYHOro npodyKkTa M COAEpPXMTCSA MUCbMeHHoe A06poBONbHOe cornacue
nauueHTa Ha y4acTue B KITMHWYECKOM MCCreaoBaHnM GMoMeanLIMHCKOrO KNeTo4HOro NpoayKTa;

18) pervcTpaunoHHoe yaocToBepeHve BMOMeaMUMHCKOro KMeTOYHOro npodykTa - AOKYMEHT, NoaTBepKaatoLui
(paKT rocyaapCcTBeHHON perncTpaumm 6MoMeanLMHCKOro KNeTo4YHOro NpoaykTa;

19) npousBoauTenb GMOMeOMLMHCKOTO KIIETOYHOro MPOAyKTa - OpraHu3auusi, OCYLLIECTBsIoLas Npou3BOACTBO
BGUOMEONLIMHCKOIO KMETOYHOro NpoayKTa Ha OOHOW CTaaMu, HECKOMNbKUX UMM BCEX CTafMsX TEXHOMOrMYecKoro npotecca
B COOTBETCTBMW C NULIEH3NEeN Ha OCYLIECTBMEeHUe OeATEeNnbHOCTM MO MNPOU3BOACTBY BUOMEOULIMHCKUX KMNETOYHbIX
MPOAYKTOB;

20) nobo4yHOe [JencTBME - peakuus OpraHu3ma 4YernoBeka, CBA3aHHad C MNpPYMEHEeHWeM OBUOoMeaNLIMHCKOro
KMETOYHOro NpoAykTa B COOTBETCTBUM C UHCTPYKLMEN MO €ro MPUMEHEHMWIO;

21) HexxenaTenbHas peakuus - HebnaronpusaTHasa peakuus opraHn3aMa YernoBeka, KoTopas MOXeT ObiTb CBsi3aHa C
npumeHeHnem BMOMEANLMHCKOrO KIETOYHOTO NPOAYKTa;

22) cepbes3Hasn HexenartenbHas peakums - HebnaronpusTHasl peakuus opraHM3aMa 4YenoBeka, KoTopasi CBsidaHa C
NPUMEHEHNEM OGUOMELMUMHCKOrO KMETOYHOrO MpoAyKTa B COOTBETCTBUM C WHCTPYKUMENA MO €ro NPUMEHEHUIO,
npuBedLwas K CMepTi, BPOXAEHHbIM aHOManMam Unu rnopokam pasBuTus nNubo npeacTaBnstolas coboi yrposy KnsHu
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YyerioBeka, Tpe6yrou_LaH rocnutanusaumm nmbo npueeguwasa K BpeMEHHOVI yTpare prD,OCI'IOCO6HOCTVI nnn K
MHBaNMagHOCTH,

23) HenpedBuaeHHasi HexernaTenbHasi peakuusl - HebraronpusiTHas peakuusi opraHuMama uYerioBeka, KoTopas
CBsizaHa C NpUMEHeHMEM OMOMEOMLIMHCKOTO KIeTOYHOro MpodyKTa B COOTBETCTBMM C MPOTOKOMOM  KIMHUYECKOro
nccnenoBaHnsa GMOMeOUMLIMHCKOTO KMeToYHOro npoaykTa, GpoLlilopoit uccrnedoBaTens WM WMHCTPYKUMEA MO ero
MPUMEHEHMIO U CYLLIHOCTb, TSXKECTb U MCXOA KOTOPOW HE COOTBETCTBYIOT MHAOpMaLuM 0 BMoMeanLMHCKOM KNEeTOYHOM
npoayKTe, coaepkalleincs B ykasaHHbIX JOKYMEHTaX;

24) panbcnnunpoBaHHbIi BUOMEAMLUHCKMIA KIETOYHbIA MPOAYKT - OMOMEOUUUHCKMI KIETOYHbIA MpOoAYKT,
npeaHaMepeHHO CONPOBOXAAEMbIN NTOXXHOM MHpOPMAaLIMEN O ero cocTtaBe M (Urnn) NPpon3BOAUTENE;

25) HepoGpoKayeCTBEHHLIN GUOMEONLMHCKNA KITETOYHbIA MPOAYKT - OMOMEAMUMHCKUINA KINETOYHbIN MPOOYKT, He
COOTBETCTBYIOLWNA TpeboBaHUAM HOPMaTUBHOW AOKYMEHTaLMN Ha GUOMEANLIMHCKUIA KNETOYHbIA NPOAYKT;

26) KOHTpadaKTHbIN OMOMEANLIMHCKUIA KNETOYHbIA NPOAYKT - GOMEONLMHCKNIA KNETOYHbIN NPOAYKT, HAXOASALMINCS
B 00OpalLeHnn ¢ HapyLLIEHNEM rpaXaaHCKOro 3aKkoHoA4aTeNbCTBa;

27) [AOKMNMHMYECKoe uccregoBaHMe OUMOMEOMLMHCKOro KMEeTOYHOro mnpogykta - Guonoruyeckue,
MUKpoOOUonormyeckne, MMMyHoriormdeckme, TOKCMKOMormdeckue, capmakonornyeckne, U3nYecKkme, XMMUYeckme Wu
Opyrve vccnegoBaHust GUOMELMLMHCKOrO KIETOYHOro NPOAyKTa B LENsiX BbISBNEHMS cneumduyeckoro MexaHusama
OEeNCTBUA Takoro npoAaykTa, NonyyvyeHust [oKasaTenbCTB €ero 06Ge3onacHoCTU, kadecTBa W 3PEKTUBHOCTH,
NpeaLlecTByOLWNE KMMHUYECKOMY UCCIegoBaHMO BMOMELMLIMHCKOIO KNETOYHOro NPoaykKTa;

28) KknNuHWYeckoe wuccregoBaHne OUOMEAUUMHCKOrO KIeTOYHOro npodykTta - M3ydeHue npodunakTuyeckux,
ANarHoCTNYeCckunx, nevebHbix, peabunuTaumoHHbIX CBOMCTB BGMOMEAMLIMHCKOrO KNEeTOMHOro npoaykTa B mnpoLlecce ero
NMPUMEHEHMWS YenoBeKy B LIensxX MofyvyeHns foKa3aTenbCTB ero 6e3onacHocT n acpdekTMBHOCTH, AaHHbIX O NOBOYHbIX
AENCTBUSAX TaKoro MPOAyKTa M HexenaTenbHbiX peakuusiX, CBSI3aHHbIX C ero nprvMeHeHneM, a Takke o6 addekte
B3aMMOAENCTBUA UCCreqyemMoro 6MoMeanLMHCKOrO KMeTOYHOro npoaykra ¢ ApYrumyn BUOMEAULIMHCKMUN KNEeTOYHbIMU
npogyKTaMu, fekapCTBeHHbIMY Npenapatamu 1 (Mnn) MeauUMHCKUMN U30enusamMmn, NUEeBbIMU NPOAYKTaMu;

29) MHOIoueHTpoBO€E KIIMHU4ecKkoe wuccneagoBaHune OMOMEaNLIMHCKOIO KNETOYHOro npoaykrta - KrinHun4eckoe
nccnenoBaHne GMomMeguUMHCKOro KIeTo4HOro npoaykTa, nposoamMmoe B OByX U Oonee MeaMUMHCKMX opraHmsauusax no
€ANHOMY NPOTOKOJ1y KIMMHUYECKOro nccrnegoBaHua OMOMEANLIMHCKOrO KINETOYHOrO NpoAYKTa,

30) mexayHapoOHOEe MHOrOLEHTPOBOE KMMHMYECKOE MccnegoBaHMe GUOMEOULMHCKOrO KIEeTOYHOro Mpoaykra -
KNMHM4Yeckoe nUccrnegoBaHme 6MoMeanUMHCKOro KNETOYHOro NpoaykTa, NPoBOAMMOE B PasfMyHbIX CTpaHax no eauHoMy
MPOTOKOSY KIMMHUYECKOrO UCCreaoBaHUs GUOMEANLIMHCKOrO KIIETOYHOMO NPOAYKTA;

31) nocTperncTpaLumoHHOe KNMHUYecKoe uccriefoBaHne BMOMEeAULIMHCKOrO KMeTOYHOro MpoaykTa - KInHU4ecKoe
nccnegosaHne 6GUOMeOMUMHCKOro KNeToyHoro npogykra, obpaweHue koTtoporo B Poccuiickon ®egepauuu
OCYLLIeCTBISIETCS MOCcne rocyaapCTBEHHON peructpaumm, B Lensx 4ONoNHMTENbHOro cbopa AaHHbIX 0 ero 6e3onacHoCTu
N 3PHEKTUBHOCTN, PaCLLUMPEHMS NOKa3aHWM K MPUMEHEHMIO TaKoro BMOMEAMLIMHCKOro KMeTOYHOro NpoAdykTa, a Takke
BbISIBNIEHUS HeXenaTenbHbIX peakuuin Ha ero NpYMeHeHe.

Cratbsa 3. MpYHUMNbI OCYLLECTBNEHUA AEATENbHOCTU B cdepe obpalleHnss GMoMeaNLUMHCKUX KIETOYHbIX
NpPoAyKTOB

rlpVIHLI,VIFIaMVI ocyuwlecTBneHna nOeAateribHOCTn B ccpepe O6paLIJ,9HVIﬂ OMOMEONLMHCKMX KIETOYHbIX npoayKToB
ABNAKTCA:

1) o6poBONLHOCTL M 6E3BO3ME3AHOCTL AOHOPCTBA Bronornyeckoro matepuana;
2) cobntogeHne BpayebHONM TaliHbl U MHOW OXPaHSAEeMOW 3aKOHOM TaliHbl;
3) HeQoOMyCTUMOCTb KyNnn-nNpoAaaxun Gnonormyeckoro marepuana;

4) HegonycTUMOCTb CO3[aHUS 3MOpMOHa 4eroBeka B LENsX NPOWM3BOACTBA OUOMELMUMHCKUX KIETOYHbIX
NpoayKTOB;

5) HegoOMyCTUMOCTb UCMONb30BaHNS Ansi pa3paboTKM, NPOM3BOACTBA U NMPUMEHEHUS GUOMEOULIMHCKMX KINETOUYHbIX
MPOAYKTOB GMOMNOrMyeckoro martepuana, noslydeHHOro nyTem MnpepbiBaHus npoluecca pasButus amGproHa unu nroaa
yerioBeka Unv HapyLUeHWsi Takoro npoLecca;

6) cobnogeHne TpeboBaHMn Bronormyeckor 6e3onacHOCTM B LENSX 3alMTbl 300pPOBbS AOHOPOB GMonormyeckoro
mMatepuana, paboTHMKOB, 3aHSATbIX Ha MPOU3BOACTBE OMOMEAMLIMHCKMX KNETOYHbIX MPOAYKTOB, MEAULIMHCKUX
pabOoTHMKOB, NALMEHTOB M OKPY>KatoLLen cpeapl.



CrtatbA 4. MpurotosneHune KNEeTOYHOWN NUHUN

1. lMpurotoBneHne KNeToMHOW INWHUK, NpeAHasHauYeHHOW AN Npou3BoAcTBa OMOMEOMLMHCKMX KNETOYHbIX
NpoJyKTOB, BKMNtOYaeT B cebsi nonyyeHne Guonormvyeckoro matepuana, ero uccregoBaHve, BolaerneHme N3 Hero Knetok,
UX KynNbTUBMPOBaHME U MoAUMUKALIMIO BHE OpraHn3ma 4YenoBeka, nonyvyeHue cTaH4apTM30BaHHOW MOMynsiLMM KNeTok n
OLIEHKY COOTBETCTBUSA MOMynsiuMM KMeToK cneumdpukauum Ha OUOMEOUUMHCKUMIA KNETOYHbLIN MNPOAYKT, codepXallien
CBeEHWs1, YCTaHOBINEHHbIE cTaTbeln 7 HacToswero degepanbHOro 3akoHa.

2. NS npurotoBrneHnst KIMETOMHOW NMHUM UCMONb3YHTCH WCKIIOYMTENBHO KIETKM YernoBeka Wnu 4vernoBeka, B
OTHOLLUEHMWN KOTOPOro KOHCTaTUpOBaHa CMepTb B MOpsiake, YCTAaHOBMEHHOM 3aKOHOOAaTeNbCTBOM PoccuiicKon
deagepauum.

3. lMonyyeHne n ncnonb3oBaHWe Ans NpPou3BOACTBA OGMOMEOMLMHCKUX KIETOYHbIX MPOAYKTOB Omonoruyeckoro
mMatepuana HeyCTaHOBMEHHbIX IUL, KOTOpble MO COCTOSIHUIO 3[40POBbHA, BO3PaCTy WM WMHbIM MPUYUMHAM HE MOIMU
CcooOWMTL AaHHble O CBOEN JIMYHOCTW, B OTHOLUEHUW KOTOPbLIX BMOCMEACTBUM KOHCTaTMpoBaHa CMepTb B Mopsiake,
YCTaHOBMEHHOM 3akoHogaTenbcTBOM Poccunckon depepauum, 1 Ha MOMEHT MonyvyeHus Guonornyeckoro marepuana
OaHHbIE O JIMYHOCTU KOTOPbIX HE YCTaHOBIEHbI, HE JOMYCKAKTCA.

CtaTbs 5. PazpaboTka 6MoMeaANLIMHCKMX KNETOYHbIX MPOAYKTOB

1. PaspaboTka OWOMEAMUMHCKUX KMEeTOYHbIX MNPOAYKTOB nNpeacTaBnser cobowm npouecc co3gaHus
GUOMEANLIMHCKOrO KNETOYHOIO NPOAYKTa 1 TEXHOMOMN ero Npon3BoACcTBEa.

2. drnHaHcoBoe obGecneyeHne pas3paboTkym BUOMEOULMHCKUX KITETOYHbIX MPOAYKTOB MOXET OCYLLECTBNATLCS 3a
CYerT:

1) GrooKeTHBIX acCUrHoBaHU hegeparnbHOro GlomKeTa;

2) 6roaKeTHbIX acCUrHOBaHW OromxkeToB cyobekToB Poccuickon denepaumy;

3) cpeacTs pa3paboTumkoB BMOMEANLIMHCKMX KNETOYHbIX NPOAYKTOB;

4) NHbIX NCTOYHWKOB, He 3anpeLleHHbIX 3akoHoaaTenscTBoM Poccuiickon egepauun.

3. I'IpaBa paspa60TqM|<a BMOMEONLIMHCKOrO KINEeTOYHOro nNpoayKTa OXpaHAKTCA B COOTBETCTBUU C rpaXaaHCKUM
3aKkoHOAAaTeNMbCTBOM.

CtaTbs 6. [JoknuHnyeckoe nccrneaoBaHe 6MOMeaULIMHCKOIO KJIeTOYHOIo NpoAayKTa

1. JoknunHnyeckoe wuccrnegoBaHne OMOMEAMLMHCKOrO KIETOYHOro MpoAyKTa NPOBOAMTCS Ha MOOENUPYEMbIX B
OpraHM3me XMBOTHbIX JIMOO BHE XMBOIrO OpraHu3ma naToflormyeckux npoieccax, NpoTeKatLwmx B OpraHn3me YernoBeka,
U (MnM) NaTonorMyeckMx COCTOSIHUSAX YenoBeka, Mpy KOTOPbIX MpegnonaraeTcsa npuMeHATb paspabaTbiBaeMbin
OMOMEANLIMHCKMIA KNETOYHBIA MPOAYKT, @ TakkKe Ha MoAensx, MO3BONSANLWMUX BbISBUTL Cneumdunyecknini MexaHuam
OEenCTBUS TaKOro NpoayKTa, ero adeKTMBHOCTbL U 6e30MacHOCTb.

2. Mo pesynbtatam MPOBEAEHHOIO OOKMMHMYECKOrO MCCreaoBaHUs GUOMeOMUMHCKOTO KINEeTOYHOro MpoaykTa
opraHusaums, kotopasi NpoBOAMIIAa AOKIMHNYECKOE UCCrefoBaHne, COCTaBNSAET OTYET O LOKIMHUYECKOM UCCreoBaHUM
GUOMEANLIMHCKOrO KNETOMHOro MpoadyKTa, coaepKaluuii onnucaHve, pesynstatbl U aHanu3 pesynsTaToB AOKIMHUYECKOro
NCCNefoBaHWs, a Takke 3aKM4YeHue O BO3MOXHOCTU MPOBEAEHUS KIMHUYECKOTO WMCCenoBaHWs GUOMEOMLIMHCKOro
KNeTOYHOro npoaykra.

3. lMpaBuvna npoBeneHUs OOKIMHUYECKMX WCCIEAOoBaHUA OUOMEOULMHCKUX KIETOYHbIX NPOAYKTOB, BKITHOYast
TpeboBaHUA K KBanudukauuMm crneyvanuctoB M MaTepuanbHO-TEXHMYECKOW 6ase Hay4yHbIX OpraHusauunm,
obpasoBaTenbHbiX OpraHuM3auuin Bbicllero obpasoBaHus, obpasoBaTenbHbIX OpraHu3auuin OOMNONTHUTENbHOro
npodeccnoHansHoro 0bpa3oBaHusl, WHbIX OpraHuW3auui, YCTaHaBNMBAKOTCHA MpaBunamMu Hagnexawlen npakTuku no
pabote ¢ OMOMEAMUMHCKMMU KIETOYHBbIMWU MpoAyKTamu, yTBepXAaembiMn denepanbHbiM OpraHoOM WCMOSNTHUTENbHOW
BMacTW, OCYLUECTBAWMM ¢QYHKUMM MO BbipaboTKe M peanusaumm rocygapCTBEHHOM MOMUTMKM M HOPMAaTUBHO-
NpaBOBOMY perynupoBaHuio B cdepe 34paBOOXpaHEeHUs (Janee - YMNONMHOMOYEHHbI defepanbHbii opraH
WCNOMNHUTENBHOM BNacTu).

4. ®uHaHcoBoe obecrneyvyeHne AOKMMHUYECKUX MCCNeaoBaHUn OMOMEAMLMHCKMX KINETOYHbIX NPOAYKTOB MOXeT
OCYyLLECTBNATLCA 3a CHeT:

1) BromKeTHbIX acCUrHoBaHUN hegepanbHOro boaxeTa;
2) BrooKeTHBIX accurHoBaHun OrookeToB cybbekToB Poccuickon ®egepauuu;

3) cpeacTB pa3paboTUNKOB BUOMEANLMHCKMX KIETOYHbLIX MPOOYKTOB;
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4) NHbIX UCTOYHMKOB, He 3arnpeLLleHHbIX 3akoHoaaTensctBoM Poccuiickon ®enepauun.
Cratbsa 7. Cneuundmkaumsa Ha 6MoMeAULMHCKUNA KNETOYHbLIN NPOAYKT

1. Ha kaxpgbln paspaboTaHHbil OMOMEOMUMHCKUI KNETOYHbIW MNPOAYKT, MpOWeAWnin AOKINHUYECKoe
nccrnegoBaHvne, paspaboTynkoM OMOMEOMLMHCKOrO KIMEeTOYHOro NpoAaykTa unu npousBogutenem OUOMeLMLUHCKOro
KNeTo4HOro NpoAyKTa CoCTaBnsieTcs cneumdukauuns, npeacrasnawoLas cobor AoOKYMEHT, CoOaepXalluin cBeaeHnst 0 Tune
(ayToOnornyHbIN, annoreHHbl, KOMBUHUPOBaHHBIN) BUOMEQNLMHCKOIO KNETOYHOro NpoaykKTa, ero kKa4eCcTBEHHOM COoCcTaBe
N KONMUYECTBEHHOM COCTaBe, OMONOrMYECKMX M MHbIX XapaKTEPUCTMKAX KINETOYHOW JMHUM (KNETOYHbLIX JMHWUA) ©
OMOMEANLIMHCKOIO KNETOYHOro NpoayKTa.

2. dopma cneumdukaumm Ha ONOMEOULMHCKUIA KNETOYHbIN NPOAYKT YTBEPXOAEeTCs YMNONTHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOMHUTENBHOW BNACTU.

CtaTb# 8. Focy,qapCTBeHHaﬂ perncrTtpauuva O6MOMegULMHCKUX KIEeTOUYHbIX npoaykKkroB

1. MpounsBoacTBO, peanusauus, NpPYMeHeHWe, XpaHeHue, TpaHCNopTUpoBKa, BBO3 B Poccuiickyto degepaumio,
BbIBO3 M3 Poccuiickoin deaepaunm, yHUUTOXKEHNE BUOMEAMLIMHCKUX KNETOYHbIX NPOAYKTOB OCYLLECTBSAOTCS, €CNv OHU
3aperncTpupoBaHbl YNonHOMoYeHHbIM deaeparnbsHbIM OpraHoM UCMOMHUTENbHOM BNacTu.

2. locynapCTBEHHOW perucTpaumm nognexar:

1) Bce OuoOMegMUMHCKME KIETOMHble NPOAYKTbl, BrepBble noanexaiwiue Beogy B obpaiieHve B Poccuiickoin
degepauun;

2) ©uomeamuUMHCKME KNEeTOYHble NPOAYKTbl, 3aperncTpupoBaHHble paHee, B Criydae W3MeHeHus Tuna
(ayTonornyHbIN, annoreHHbIN, KOMOMHUPOBAaHHbLIM) BUOMEAMLMHCKOIO KNETOYHOro NpodyKTa, ero Ka4eCcTBEHHOro coctasa
n (UNKn) KONMMYECTBEHHOIO COCTaBa (3a MCKMYEHMEM COCTaBa BCMOMOraTesSibHbIX BELeCTB), GMOMOrMYecknx M WMHbIX
XapaKTEePUCTUK KNETOYHOM NIUHWUM (KNETOYHbIX JIMHWIA) 1 BUOMEANLIMHCKOIO KNETOYHOro NpoayKTa.

3. locymapcTBeHHas permcrpaums buomMeguLMHCKOro KIeToYHOro NpodyKTa OCYLLECTBNSIETCA MO pe3ynbraTam:
1) BuomeguLMHCKON aKCNepTU3bl BUOMELMLMHCKOrO KNETOYHOIO NPoaykKTa, BKIIOYaOLWEN:

a) aKcnepTM3y KayectBa BGMOMeOULMHCKOrO KNeToYHOro npogykTa, B TOM 4YMCie 3KCnepTu3dy cocTaBa obpasuoB
GMOMEeOUUMNHCKOrO KMeTOYHOro npoaykTa M METOAOB KOHTPONs ero KavecTBa (Oanee - 3KcnepTM3a KadecTBa
O1MOMEMLIMHCKOrO KINETOYHOro NpoayKTa);

6) 3KCnepTM3y [OOKYMEHTOB Arsl MOJyYeHWsl paspelleHuss Ha TMpoBedeHUe KIIMHUYECKOro WCCrefoBaHus
G1OMEANLIMHCKOIO KIIETOYHOMO NPOAYKTa;

B) 9KCrnepTusy acppeKTUBHOCTM BUOMEONLIMHCKOIO KIETOYHOMO NPOoAYKTa;

r) SKCNepTU3y OTHOLLEHMS OXWAAEeMOMN MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS GUOMEOULIMHCKOIO KNETOYHOro
npoayKTa;

2) 3TUYECKOMN IKCMEPTM3bl BOSMOXHOCTU NPOBEAEHUS KMMHUYECKOrO cCrneaoBaHust GUOMEANLMHCKOTO KNeTOYHOMO
npoaykTa (aanee - aTMyeckasi aKCnepTm3a);

3) KNMHUYECKMX UCCcnenoBaHuii BUOMEANLIMHCKOTO KINETOYHOrO NpoayKTa.

4. TocygapcTBeHHas peructpaumst BMoMeanUMHCKMX KNETOYHbIX MPOAYKTOB OCYLLECTBASETCS YNONHOMOYEHHbIM
denepanbHbiM OpPraHOM MCMOSTHUTENBHON BAcTM B CPOK, HE MpPEBbILAKWNA CTa NATUAECATN paboumx OHEW CO AHS
NPUHATMSA 3asBMNEHUS O rOCYAapCTBEHHOW perncTpaumn OUOMELMUUHCKOro KMeTOMHOro npoaykta, Nnbo B CPOK, He
npeBbILALWNA OBYXCOT NATMAECATN paboumx OHEN CO OHS MPUHSTUSA 3asBMNEHUS O FOCYLApPCTBEHHOM perncrpaumun
6I/IOM€JJ,I/ILI,VIHCKOFO KNeTo4yHoro npoaykta, B cCliydYae npuHATUA YNONMHOMOYE€HHbIM (be,qepaanblM opraHom
WCMONHNTENbHOW BRacTu peweHna o noBTOpPHOM npoBedgeHUn 6I/IOM€,EI.I/IL|,I/IHCKOI7I 9KCNepTun3bl 6I/IOM6,D,I/ILI,I/IHCKOFO
KNETOYHOro npoaykta u (Unm) STUYECKOM 3KCMepTM3bl B COOTBETCTBMM CO cTatbel 19 HacTtodwero PenepanbHoro
3akoHa. CpoK rocyaapCTBEHHOW pernctpaumm 6MoMeanLUMHCKOro KIeTOYHOro NPOAYyKTa UCHMCASETCA CO OHS NPUHATUS
YMONIHOMOYEHHBIM befepanbHbIM OpraHoOM WCMOMHUTENbHON BAcTU 3asiBMIEHUs O FOCY4APCTBEHHOW permcTpaumm
BMOMEeMLIMHCKOro KNETOYHOro NpoayKTa ¢ NPUNoOXeHNeM HeobXoaANMbIX JOKYMEHTOB 0 AHS BblAayn pernctpaunuoHHOro
yoocTtoBepeHuna 6I/IOM€,EI.I/ILI,I/IHCKOFO KNEeTo4YHOro npoaykra. BpeMFl npoeegeHnUA KIMHUMYECKOro wuccnenoBaHuda
OUOMEANLIMHCKOrO KMETOYHOrO NPOAYKTa HEe YYMThbIBAETCA MpU WCHUCIIEHMM CpOKa rocyAapCTBEHHOW perncrpauuun
OVOMEANLIMHCKOIO KNETOYHOro NpoayKTa.

5. He gonyckaeTcs rocygapcTBeHHas permcrpauus:

1) pasnnyHbIX OMOMEANLIMHCKMX KNETOYHbIX npoAayKToB nog oAnMHakoBbIM TOProBbiM HaMMeEHOBaAHUEM;
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2) 0fHOro BUOMEOULIMHCKOrO KINETOYHOMO npoaykKkTa, BblMyCKaeMoro npomn3soaunTternem nog pasinyHbiMn TOproBbiMn
HanMeHOoBaHNAMU U NpeacTtaBlieHHOro Ha rocyaapCrtBeHHyK peructpauunio B Buae AOBYX U bonee GUOMEOULNHCKNX
KNEeTOYHbIX NMPOAYKTOB.

6. YnonHomMmo4eHHbIM dhefepanbHbIM OpraHoM UCMONHUTENBHOW BNAacTy B YCTAHOBNEHHOM UM NoOpsiaKe No 3anpocy
IOPUAMYECKMX ML, OCYLLECTBASIOWNX AeATENbHOCTL Mpy obpalleHn GroMeguumMHCKMX KNEeTOYHbLIX NPOAYKTOB (fanee -
cybbekTbl obpalleHns BMoOMeaULMHCKUX KNETOYHbIX MPOAYKTOB), B MMUCbMEHHOW WNWN 3NEKTPOHHOW ¢opMe AarTes
pasbsCHEHUSA MOMOXEHUN OOKYMEHTaLMW, CBA3AaHHOW C roCy4apCTBEHHOW pernctpaumen, a Takke ¢ JOKAMHUYECKUMU U
KMMHUYECKUMW UCCreaoBaHNAMN BMOMEANLMHCKNX KNETOYHbIX NPOOYKTOB.

Cratba 9. MpeacrtaBneHne [OKYMEHTOB ANs rocyAapCTBeHHOW perucrpauum GMOMeaULIMHCKOro
KNeTOYHOro npoaykKTa

1. [Onsa rocygapCTBEHHOW perncrpauum OMoMeamUMHCKOrO KIeTOYMHOro NpOAyKTa opraHusauus, obnagatoulas
npaBamMmuM Ha pesynbratbl AOKMMHUYECKUX WCCRefoBaHUA OGUOMEOULMHCKOrO KNETOYHOro npoaykTa, KIMHUYECKMX
nccneaoBaHnn GUOMEANLMHCKOrO KINETOYHOro npogykta uM (Mnu) Ha TEXHOMNMOruK MNpov3BOACTBa GMOMEOMLMHCKOrO
KNEeTOYHOro MpoAyKTa, UNM YNoriHOMOYEHHOE €l Opyroe puguydeckoe nuuo (Janee - 3asBuTenb) NpeacTaBnser B
YMONTHOMOYEHHbIN  dhedepanbHbIl OpraH MWCMNOMHUTENBHOM BMRAacTU 3asiBlIEHWE O TOCYAapCTBEHHOW perncrpaumm
OGMOMEANLIMHCKOrO KINETOYHOIO NPOAYKTA UM UHble OOKYMEHTbI, U3 KOTOPbIX (DOPMUPYETCS] PErMCTPaLMOHHOE LOCbE Ha
OMOMEOMLMHCKMIN KNETOYHbIN NpoayKT. dopma 3asBrneHust U MNOPSiAOK MNPEACTaBMEHUS yKasaHHbIX 3asBMEHUs U
OOKYMEHTOB, BKIIOYasi 3TanHOCTb NpeacTaeneHus (ans GUMoMeguuUMHCKUX KNETOYHbIX MPOAYKTOB, B OTHOLLEHUN KOTOPbIX
He MNPOBOAWUIIMCH KIMHUYECKME uWccrnefoBaHus Ha Tepputopum Poccuiickon ®epgepauumn), ycTaHaBnuBawTCA
YMONTHOMOYEHHbIM dhefeparibHbIM OPraHOM UCMOSNHUTENBHOW BNAaCTU.

2. PernctpaumoHHoe Jocbe Ha BMOMEOULMHCKUIA KINETOYHbIV NMPOAYKT hOPMUPYETCSA U3 CeayLNX JOKYMEHTOB:

1) 3asBneHne o0 rocyaapCTBEHHOW perncrpauun GnoMeguUMHCKOro KIeTovHOro NpoaykKTa;

2) Komusa [OKYMEeHTa Ha pYCCKOM $3blke, 3aBEPEHHOrO0 B YCTAHOBIIEHHOM MOPSAKE W MNOATBEPXKOALLEro
NMPaBOMOYHOCTb 3asdABUTENS ModaBaTb 3asiBIIEHNE O TFOCYOapCTBEHHOW peructpauny OuMomMeanuUMHCKOrO KIeTOYHOro
npogykTa (OOBEPEHHOCTL);

3) cneundmkauma Ha GUOMEONLIMHCKNIA KNETOYHbIA MPOAYKT;

4) NpOEKT HOPMATUBHOWN JOKYMEHTaLUN Ha OBMOMEANLIMHCKUIA KITETOYHbIA NPOAYKT;

5) NpoeKkTbl MakeToB NEPBUYHON YNAKOBKN 1 BTOPUYHOW YNAKOBKN BUOMEONLIMHCKOIO KNETOUYHOIo NPOAYKTa;

6) oTyeT 0 NpoBegEHHOM OOKITMHUYECKOM MCCrefoBaHumM BMOMEOMLIMHCKOIO KNETOYHOro NpoaykKTa;

7) NPOEKT NPOTOKOMAa KIIMHUYECKOIO UccneaoBaHms GoMeguLMHCKOrO KNETOYHOro NpoayKTa;

8) NpoekT pernameHTa Nnpon3BoacTBa BOMEMLNHCKOIO KIETOYHOrO NPOAYKTA;

9) KONWA NULEH3UN Ha OCYLLIECTBNEHME AESATENBHOCTM NO NPON3BOACTBY BMOMEOULMHCKOrO KIETOYHOrO NPOAYKTa;

10) MHCPOPMALIMOHHbIN NIUCTOK NaLMEHTa;

11) vHGoOpMaUUs O CTPaxoBbIX BbiNfaTax nauuMeHTam, MPUBIIEYEHHbIM K MPOBEAEHMWIO KIMHWYECKOro
nccnenoBaHus GUOMEOVLIMHCKOIO KIIETOYHOIO MPOAYKTa;

12) oTyeT O pesynbTaTax MeXAyHapOoAHbIX MHOFOLEHTPOBLIX KIMMHUYECKMX WccrnegoBaHuin GUoMeOuLMHCKOro
KMEeTOYHOro NpoaykKTa, YacTb U3 KOTOPbIX NpoBeaeHa B Poccuiickon ®enepauuu;

13) NPOEKT WMHCTPYKUMM MO MPUMEHEHUIO GMOMEOMLMHCKOrO KIEeTOYHOro MpoAykTa, codepkallei cregyrowme
cBefeHus:

a) HaMMeHoBaHNe GMOMEONLIMHCKOTO KNETOYHOIO NPoaYyKTa;
©) Tin GMOMEANLIMHCKOrO KINETOYHOIO NPOAYKTa (ayTONOrMYHbINA, annoreHHbIA, KOMOMHUPOBAHHbIN);

B) KAUECTBEHHbIE M KONMYECTBEHHbIE XapPaKTEPUCTMKMA KINETOYHOW NNMHUKN (KNETOYHBbIX NIMHUIA), HAMMEHOBaHUS U
KONM4eCTBO BCMOMOraTernbHbIX BELLECTB, BXOASALIMX B COCTaB BMOMeONLMHCKOrO KNETOYHOrO NPoayKTa;

) HaMMeHOBaHWA (MeXAyHapoAHble HenaTeHTOBaHHbIE, UMW FPYMNMUPOBOYHbLIE, MU XMMUYECKME) U KONMYECTBO
nleKkapCTBEHHbIX MpenapaToB U dapmaueBTUYeckux cybcTaHumii, BXOAALWMX B COCTaB GUMOMEOULMHCKOrO KNETOYHOro
NpoaykTa;

(B peq. PenepansHoro 3akoHa ot 03.08.2018 N 323-03)
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[) HaMEeHOBaHUSI MeQULIMHCKUX U3OennuiA, BXOASLLMX B COCTaB BMOMeONLIMHCKOrO KNETOYHOro NpoayKTa;
€) NoKa3aHus K NPYMEHEHMUIO;

) NMPOTUBOMOKA3aHUS K MPUMEHEHWIO;

3) pexxuM 1 cnocob NpMMeHeHUst GUOMeaNLIMHCKOrO KNETOMHOMO NPOAYKTa, MPOAOIKUTENBHOCTE NeYeHUst;
1) Mepbl NPEeSOCTOPOXHOCTU NPU NPUMEHEHUM BUOMEONLIMHCKOTO KNETOYHOMO NPOAYKTa;

K) YKa3aHue (I'Ipl/| HaJ'II/I‘-II/II/I) ocobeHHoCTeln OecTBUS BUOMEaNLIMHCKOrO KIEeTOYHOro npoayKTta npu nepBomMm ero
NpUMeHeHnu;

J'I) BO3MOXHble NoDOOYHbIE AENCTBUS npu npuMmeHeHnn OMOMEaNLIMHCKOIO KNETOYHOro NpoAYKTa;

M) co4yeTaeMoCTb C MHbIMU BuUgamMun nedvyeHud, BKi4Yaa co4eTaeMOoOCTb C JIEKapCTBEHHbIMU npenapartamMmn 1 (I/IJ'WI)
MEONLNHCKMMU U3aenmamm, apyrumm OromeaMUMHCKUMM KINETOYHbIMU npoAyKTaMy, a Takxke nuieBbiMn NpoayKTaMu,

H) CPOK rOAHOCTU W yKasaHWe Ha 3anpeT MpuUMeHeHWss BUOMEOMLIMHCKOTO KNEeTOYHOro NPOoAyKTa Mo UCTeYeHUU
CpoKa rogHoCTH;

0) 0COBEHHOCTH NnpuMeHeHna y perten, 6epemeHHb|x XEeHLUMH U XeHLUMH B nepuoad rpyagHoro BCKapMiinBaHUA;
ﬂ) [aHHble 0 CTabUNbHOCTN BUOMEONLIMHCKOTO KITETOMHOIo NPOAYKTa;
p) ycnoBsusa XpaHeHuA OVOMeaNLIMHCKOrO KNeTo4YHOro NpoAyKTa;

14) pekBM3UTbl JOKYMEHTOB, MOATBEPXAAOLWMNX YNraTy rocyAapCTBEHHOW MOLUMMHbI 32 NPOBeAEeHMEe 3KCNepTu3bl
KayecTBa OVMOMEOMLMHCKOrO KIETOYHOro MpoAyKTa, 3KCNepTM3bl AOKYMEHTOB [Afis MOMyYeHMs paspelleHnst Ha
npoBedeHNe KIMHUYECKOTO WCCregoBaHUs OGMOMEOMLMHCKOrO KIETOYHOrO MNPOAYKTa M 3TMYECKOW 3KCNepTu3bl,
akcnepTm3bl 3PPHEKTUBHOCTU BMOMEONLIMHCKOTO KINETOYHOro NPOAYKTa M 3KCMEePTU3bl OTHOLLEHMST OXXMOAEeMOW Nomb3bl K
BO3MOXHOMY PWCKY MPUMEHEHNS OUOMEOMLMHCKOTO KIIETOYHOTO MPOAYKTa, B OTHOLEHWM KOTOPOro NpoOBeAdeHbI
MEeXOyHapOoAHblE MHOTMOLEHTPOBbBIE KITMHUYECKME WCCnedoBaHusl, 4YacTb M3 KOTOpbIX MpoBegeHa B Poccuiickon
depepauuuy;

(B pen. PenepansHoro 3akoHa ot 03.08.2018 N 323-03)

15) LOOKYMEHTbI, npeacTtaBrndemMblie B COOTBETCTBMAU C HaCTbiO 2 ctatbu 18 HacTosLLEero CDe/J,epaanoro 3aKoHa.

3. 3asBuTenb BrpaBe MNPeACTaBUTb MO COGCTBEHHOW WHMLMATMBE OOKYMEHTbI, MoaTBepXkaatolme ynnaTty
rocyapCTBEHHON MOLUMVHbI 38 NPOBEeAEHNe SKCNePTM3bl KadecTBa GMOMEANLMHCKOro KNEeTOYHOro NpoayKTa, 3KCnepTusbl
[OKYMEHTOB AM1s MONyYeHns paspeLleHnsl Ha npoBedeHne KNMHUYECKOro uccreqoBaHns GUOMEAMLIMHCKOrO KNEeTOYHOro
MPOAYKTa M 3TUYECKOW SKCMNEPTM3bI, SKCNEePTU3bl 3PEEKTUBHOCT BUOMEANLIMHCKOIO KNETOYHOro NpoayKTa 1 3KCnepTusbl
OTHOLLUEHMS OXWOAEMOWN MOofb3bl K BO3MOXHOMY PUCKY NPUMEHEHUsS GUOMEAMUMHCKOrO KIeTOYHOro MpOoAyKTa, B
OTHOLLEHMN KOTOPOro NMpoBedeHbl MeXayHapoAHble MHOTOLEHTPOBbLIE KIIMHUYECKME UCCredoBaHMs, YacTb U3 KOTOPbIX
npoeegeHa B Poccuiickon ®egepaumn, npu obpalleHuyn 3a rocydapCTBEHHOW perucTpaumein GromeamuLMHCKOro
KNeToYHOro npogykta. B cnyyae HenpeacTaBneHUs ykasaHHbIX OOKYMEHTOB YMONMHOMOYEHHbIN chedepanbHblii opraH
UCMOMHUTENbHON BNacTU MpoBepsieT akT ynnaTbl rOCyAapCTBEHHOM MOLWMAWHLI Ha OCHOBAHUM NpeacTaBreHHbIX
3asBUTENEM PEKBU3UTOB [OKYMEHTOB, MOATBEPXKAANLMX €e ynnaTy, C UCMonb3oBaHWeM WHdgopMaumn o6 ynnate
rocyapCTBEHHON MOLWNWUHbI, cofdepalleiica B [ocyaapCcTBEHHONM MHGOPMAaLMOHHOW CUCTEME O TOCyOapCTBEHHbIX U
MYHMLMNAMNbHbLIX NiaTexax.

4. He ponyckaeTcsi MCNOMb3oBaHWE B KOMMEPYECKMX LENnsx WHdopMauum o pesynbTatax AoKIUHUYECKUX
nccrnegoBaHnii GUOMELUUNHCKMX KMNETOYHBLIX MPOAYKTOB M KIMMHUYECKUX WCCNELOBAHUN OMOMEOMLMHCKUX KIETOYHbIX
NPOAYKTOB, NpeACTaBNeHHON 3asBUTENEM AN rOCy4apCTBEHHOW perncrpaumm GuomMeauumMHCKOro KNeTovYHoro NpoaykTa,
6e3 ero cornacus B Te4eHUe LWeCTu NeT ¢ AaTbl rocyqapCTBEHHON perncTpaunm 6noMeguuUmMHCKOro KNeTouYHOro NpoayKkTa
B Poccuiickon deaepaumm.

CrtatbAa 10. PelweHre o0 Bblgaye IKCMEPTHOMY YYPEXKOAEHUIO U COBeTy MO 3TUKe 3aJaHUM Ha npoBedeHue
3KCMNepTU3 GMOMEeQULIMHCKOrO KNeTOYHOro NpoayKra

1. B TeyeHue natum pa6oq|/|x OHEen co AaHs NMPUHATUNA 3adBlieHna o rocy,qapCTBeHHon perncrtpaunmn
OMOMEeaNLIMHCKOrO KIeTOYHOro npoaykKTa yI'IOJ'IHOMO‘-IeHHbIVI q)e,u,epaanblﬁ opraH NCMONMHUTENBLHOW BnacTu npoBogunT
NpoBEPKY MOJNMHOTblI U OOCTOBEPHOCTU cBedeHun, cogepxawunxca B npencrtaBrieHHbIX 3aaBUTeENneM OOKyMeHTax, U
npnHMMaeT pelleHne o Bbigave 3agaHna Ha nposeaeHune:

1) ©MOMeaMUMHCKOM 3KCNepTM3bl OUOMEOULMHCKOrO KNETOMHOro MNpOoAyKTa B 4acTuM 3KCMepTu3bl KadvecTsa
OUOMEANLIMHCKOIO KIETOYHOro NPOAYKTAa, 3KCNEepTU3bl OOKYMEHTOB AN MOMyYeHUs paspelleHns Ha npoBedeHve
KNMMHMYECKOTO MCCnefoBaHusa OMOMeOUUMHCKOrO KIETOYHOTO MNPOAyKTa W 3TMYECKOW 3KCMEepTU3bl Ha OCHOBaHUU
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JOKYMEHTOB, YKa3aHHbIX B nyHKkTax 1 - 11, 13 yactn 2 ctatbn 9 HacTosiwero efepansbHOro 3akoHa;

2) BMOMEAMUMHCKON 3KCNepTU3bl BMOMEANLMHCKOrO KINEeTOYHOro npodykTa B YacTu 3KCnepTu3bl 3deKTMBHOCTM
GMOMeaMLUMHCKOro KNETOYHOro MNpOoAyKTa W 3KCNepTU3bl OTHOLIEHMS OXWA3eMOW MNOMb3bl K BO3MOXHOMY PUCKY
npMMeHeHuss OMOMeaWLIMHCKOrO KMeTOYHOro npoAaykTa, B OTHOLIEHMM KOTOPOro npoBefeHbl MeXAyHapoAHble
MHOIOLEHTPOBLIE KNMHUYECKUE NCCreoBaHns, YacTb U3 KOTOpbIX NpoBedeHa B Poccuiickon ®egepauumn, Ha OCHOBaHUU
OOKYMEHTOB, yKa3aHHbIX B MyHKkTax 1 -6, 8, 9, 12 n 13 yactun 2 ctatbun 9 HacToswero ®egepansHOro 3akoHa.

2. YnNonHOMouYeHHbIN benepanbHbli OpraH MWCMONHUTENBHON BNAcTU yBeOOMNSET B MNUCbMEHHOW dopme
3asABUTENS O NPUHATOM pPELLEHWM, a B Crydae oTkasa B OpraHu3auum npoBedeHWst SKCNepTus, yKasaHHbIX B YacTtu 1
HacTosLLEeN CTaTby, - C yKazaHWeM MPUYUH Takoro oTkasa.

3. B cny4yae BbISIBMEHUS HEMOMHOTbI UMW HEOOCTOBEPHOCTU CBEAEHWI, COoAepKaluMxcs B MpeacTaBreHHbIX
3agBUTENEM [OKYMEHTaX, YNONMHOMOYEHHbIN (pefdepanbHbIi opraH WUCMOMHUTENbHOW BNacTW HanpaBnseT 3asBUTENH0
3anpoc 06 YTOYHEHWUN ITUX CBEAEHWM, KOTOPbI MOXEeT ObiTb NepedaH YNorHOMOYEHHOMY MpeacTaBUTenNio 3asBUTenNs
NWYHO Mo pacnucKy, HampasreH Mo MNoyTe 3akasHbiM MNUCbBMOM WNW nepedaH B 3NEKTPOHHOW dopMe Mo
TENEeKOMMYHUKALIMOHHBLIM KaHanam cBasu. B criyyae HanpaBneHus OaHHOro 3anpoca Mo rno4yTe 3akasHbiM MUCbMOM OH
CYMTaEeTCs NONyYeHHbIM MO UCTEYEHUM LLECTM OHEN C AaTbl HanpaBneHWUs 3aKasHoro nucbma.

4. 3aasuTenb 0bs3aH NpeacTaBUTb OTBET Ha 3anpoc YNONMHOMOYEHHOro hegepanbHOro opraHa UCMNONMHUTENbHON
BMacCTW, YKa3aHHbIA B YacTuM 3 HACTOSILEN CTaTbW, B CPOK, HE MPEBbLILAKLINA AEBAHOCTA pabounx OHEW CO OHS1 ero
nonyyeHus. Cpok, ykasaHHbIN B 4YacTu 1 HacTodAwen cTaTbyl, MPUOCTAHABNUMBAETCA CO OHSI HAMpaBreHWsl 3asiBUTENO
3anpoca ynorHOMOYeHHOro defeparnbHOro opraHa UCMONMHUTENBHOW BNAacTy OO OHSI MOMyYeHUs UM COOTBETCTBYIOLLENO
oTBeTa.

5. OcHoBaHueM Ang oTKasa B opraHu3aLum aKCnepTus, NpeaycMOTPEHHbIX YacTbio 1 HacTosLLen CTaTby, ABNSETCS
npeacraeneHne HeobXxoauMbIX OOKYMEHTOB B HEMONMHOM obbeMe, HenpencTaBneHne 3asiBUTENEM B YCTAHOBMEHHbIN
CPOK OTBETa Ha YyKa3aHHbI B 4YacTyn 3 HacTodAWeW CTaTbM 3anpoc YMOrHOMOYEHHOro dhegepanbHOro opraHa
MCMOIMHUTENBHONM BNactu Nubo OTCyTCTBME B MPEACTaBIIEHHbIX AOKYMEHTax MCYepnbiBaloWEro nepeyHs Heobxoammon
MHdopmaumm, KoTopasti AOIMkHa ObiTb OTpaeHa B HWX, a TakkKe OTCYTCTBME MHdOpMaLuu, NoaTBepXaatowen dakt
ynnaTbl rocy4apCTBEHHON MOLUMHBLI 3a NPOBEAEHNE 3KCMEPTU3bl KadecTBa OMOMELMLMHCKOIO KIeTOYHOro MnpoaykTa,
3KCNepTU3bl AOKYMEHTOB ANS NonyyYeHust paspeLleHnss Ha NpoBeaeHne KNMHUYECKOro ncecnegoBaHus 6romMeanuLmHCKoro
KNEeTOYHOro NpoayKTa, STUYECKOM SKCNepTU3bl, 3KCNepTu3bl 3¢hHeKTUBHOCTM BMOMELMLIMHCKOIO KINETOYHOro npogykta u
9KCMEepPTM3bl OTHOLUEHMSI OXMOAEMOW MONb3bl K BO3MOXHOMY PWCKY MpUMEHeHMs OGMOMegVUMHCKOrO KIeTO4HOro
npogyKkTa, B OTHOLUEHMU KOTOPOro NPOBEAEHbl MEXAYyHAPOOHbIE MHOTOLIEHTPOBbLIE KITMHUYECKME UCCNEAOBaHMWS, 4YacTb
n3 KoTopbix npoBedeHa B Poccuiickon depepauumn, npu obpaweHnnm 3a rocygapCTBEHHOW perucTpaunen
BMOMEeMLIMHCKOrO KNEeTOYHOro NpoaykTa.

Cratbsa 11. d)ep,epaanoe rocyaapcTtBeHHoe OropKeTHOE yypexgeHue no npoeegeHuUo onMomegULUHCKOMN
JKCNnepTUsbl OMOMEeaNLIMHCKNX KNEeTOUYHbIX npoAaykKkroB

1. brnomeguumnHckass akcneptnda OUOMEOUUMHCKMX KNEeTOYHbIX MNPOAYKTOB MNPOBOAUTCSA dreaeparnbHbiM
rocygapCTBEeHHbIM OHOXKETHbIM yUYpexXgeHneM, HaxOAAWUMCH B BeAeHWM YMNONHOMOYEHHOro chedepanbHOro opraHa
MCMOMNHMTENBbHOM BNacTn 1 obecneunsBaoLwyM UCMOSNHEHWE MOSIHOMOYMI 3Toro ddeaeparnbHOro opraHa UCMONHUTENbHOM
BracTv No Bblgaye pa3pelueHnin Ha NPoBeAeHME KIMHNYECKUX UCCNenoBaHUn GUOMeaNLIMHCKUX KIIETOYHbIX NPOAYKTOB 1
(vnn) rocygapcTBeHHON perncTpauny BMomMeanUMHCKNX KNETOYHbIX NPOOYKTOB (Jarnee - 3KCNepTHOE yUYpexaeHue).

2. OKCnepTHbIM yYpexaeHNEM OCYLLECTBISIETCSl KOHCYNbLTUPOBaHWE MO BONpoOcaM, CBA3aHHbIM C MpOBeAeHNEM
OOKINMHUYECKMX 1CCrneqoBaHnin GUOMEOULIMHCKMX KINETOYHbIX MPOAYKTOB, KIMHUYECKUX UCCreaoBaHuin GuoMeanLMHCKIUX
KNEeTOYHbIX MPOAYKTOB, OMOMEOULMHCKON 9KCMepTUsbl GUOMEOULMHCKMX KIEeTOYHbIX MNPOOYKTOB, TOCYAapCTBEHHOM
permctpaunen GMoMeaUUNHCKMX KNETOYHbLIX MPOAYKTOB, B MOPSAKE, YTBEPKAEHHOM YMNONHOMOYEHHBIM (heaepanbHbIM
OpraHoM UCMOMHUTENBHOWN BNacTul.

Ctatba 12. OpraHusaumsa npoBeAeHUs GMOMEOVLMHCKOM 3KCNepTU3bl GMOMEOULMHCKOro KreToOYHOro
npogykTa

1. BromegmunHckas JKCnepTn3a OMOMeaNLIMHCKOrO KNETOYHOro npoaykTa npoBoAnUTCA B ABa 3Tana:

1) Ha nepBoM 3Tane NPOBOOATCS 3KCNepTu3a kavyecTBa OMOMEOMLIMHCKOrO KIMETOYHOro Mmpodykra W 3KcnepTusa
OOKYMEHTOB AN NONyyYeHust paspeLleHnsa Ha npoBefeHue KNMHUYeCKoro ncernenoBaHms buomMeauumMHCKOro KneTouHoro
NPOAYKTa, 3a WCKIOYEHNEM OMOMEOMLMHCKOrO KII€TOYHOrO MNpPOAYyKTa, B OTHOLEHWU KOTOPOro MpoBeAEHbI
MeXOyHapoAHble MHOTOLIEHTPOBbIE KITMHUYECKME WCCMEeAoBaHUs, 4acTb W3 KOTOpbIX MpoBedeHa B Poccuiickon
depepauuu;

2) Ha BTOPOM 3Tane MNpPOBOAATCA 3KcnepTusa 3PEKTUBHOCTU OMOMEOMLMHCKOIrO KIETOYHOro npogykTa U
9KCMepTU3a OTHOLUEHWUS OXMOAEMOW MOoSib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS OUOMEOMLIMHCKOTO KIIETOYHOro
npoaykta. YkasaHHble 3KCNepTu3bl MNPOBOAATCA MO pe3ynbraTtaM KIMHWYECKUX WCCnegoBaHuid GromeamnLMHCKOro
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KNEeToYHOro npoaykra.
(B peq. PenepansHoro 3akoHa ot 03.08.2018 N 323-03)

2. BuomeauumHckas 3akcrnepTn3a GUOMEAMLMHCKOrO KIEeTOYHOro NpoAykTa MpoBOAWUTCS KOMMUCCHEN 3KCMepToB
3KCMEPTHOro YUYpexaeHUsi, HasHaYeHHOWM pPyKoBOAWUTENEM 3TOrO yUpeXxaeHusl, Ha OCHOBaHUM 3afaHusl YNONTHOMOYEHHOro
denepanbHOro opraHa WCMOMHMTENbLHOW BMacT Ha NpoBedeHWe BUoMeOULMHCKOM SKCNepTusbl BGMoMeaMLMHCKOro
KNEeToYHOoro npoaykTa. PykoBoaMTeNnb SKCMEPTHOro y4dpexaeHus obecnevyvMsaeT Haanexallee npoBeaeHue
GuoMeanNLIMHCKON aKCnepTn3bl GUOMEONLIMHCKOrO KNeTOYHOro nNpoayKkTa B COOTBETCTBUM C 3afaHneM YrNoNTHOMOYEHHOIo
henepanbHOro opraHa UCMOSTHUTENBHONM BNacTh U OpraHU3yeT NMOArOTOBKY CBOAHOMO 3aKIHOYeHUs! KOMUCCUM 3KCNEPTOB
3KCMEepPTHOro yuYpeXxaeHus.

3. B coctaB KOMMCCHM 3KCMEPTOB MO XOAATAWUCTBY 3KCMEpTa HAa OCHOBAHWUM PELLEHUS| PYKOBOAUTENS 3KCMEPTHOO
yypexxaeHuss MOryT ObiTb BKIOYEHbI B KayecTBe 3KCMEPTOB WHble nuua, B TOM 4Yuclie He paGoTalolime B 3TOM
3KCMEPTHOM YUPEXAEHNM, ECNU UX CrieumanbHble 3HaHUS HeOBX0AUMbI AN NPOBEAEHUS IKCNEPTM3bl GUOMEANLIMHCKOIO
KNEeTOYHOro NpoayKTa.

4. Mpu npoBegeHUN BMOMEONLMHCKON 3KCMEPTU3bl BMOMEOULMHCKOTO KNETOYHOro MpodyKTa JKCNepT He MOXET
HaxoguTbCA B Kakon-nnbo 3aBMCMMOCTU OT 3asBUTENS, NWLUA, Ha3HAYMBLUEro 3Ty 3KCNepTusy, Wnu ApYyrux nuu,
3aMHTepecoBaHHbIX B pesynsratax bMoMeanUMHCKON aKCNepTM3bl BUOMEANLIMHCKOrO KIETOYHOro NpoayKTa.

5. MNpw npoBegeHNN BUOMEOMLMHCKON 3KCMEPTU3bl BUOMEANLIMHCKOIO KIETOYHOrO MpodyKTa 3KCMepT He Brpase
caMOoCTosATENbHO UCTpeboBaTb y 3asdBUTENS [OOKYMEHTbI W (MnM) martepuanbel, Heobxogumble ANS MpOBeOeHWs
aKcnepTm3bl. B criyyae HegocTaToOMHOCTU MpPedoCTaBrEHHbIX 3KCMEPTY AOKYMEHTOB WM (MNn) matepuanoB And gauvv
3aKroYeHnss aKCnepT BMpaBe MOCTaBUTb BOMPOC O NpeaocTaBneHun emy HeobXOoAWMbIX AOKYMEHTOB U (Mnun)
MaTepuanoB nepen PykoBOAMUTENEM SKCMEPTHOrO yUpEeXaAeHUs, KOTOPbI obpallaeTcs ¢ COOTBETCTBYHOLLMM 3anpocoM B
YMNOMHOMOYEHHbIN deadepanbHblA opraH MUCNOMHUTENbHOW BracTu, BblAaBWWKA 3ajaHWe Ha npoBefeHue
GruomeanUMHCKON 3KCnepTuabl OMOMEOUUMHCKOrO KMETOYHOro npogykTa. YMONMHOMOYEHHbIN dheaepanbHbli OpraH
WCMNOITHUTENBHON BMacTU B TeyeHue NATM paboynx AHEN CO OHst MOCTYMNSIeHMs 3anpoca pPyKoOBOAWUTENS 3KCMEPTHOro
yupexaeHus HanpasnsieT B 9MNEeKTPOHHOW WNU NUCbMEHHON dopme 3adaBUTENto 3anpoc O NpeaocTaBrneHuu
OOMONHUTENbBHbBIX AOKYMEHTOB U (MNn) MaTepuanos C YBEAOMMEHUEM O ero nonyvyeHun. 3assutens obs3aH B CPOK, He
NpeBbIalWnNiA WecTnaecatTn pabounx OHEM CO AHS MOMNyYeHUs 3anpoca YnomHOMOYEHHOro defepanbHOro opraHa
WCMOMHUTENBHOW BRacTu, npeacTaBUTb 3anpoleHHble AOKYMEHTbl K (Mnn) maTtepuansl nubo obGocHoBaTb
HEBO3MOXHOCTb WX NpeAcTaBneHus. Bpemss co OHA OTNpaBneHus 3anpoca M A0 MNOMyYeHWst YMNONTHOMOYEHHBIM
denepanbHbIM OpraHoOM MUCMONMHUTENBHON BNACTN OTBETa 3asBUTESNS Ha 3anpoC He YYUTLIBAETCS MPU UCYUCIIEHMMN CPOKa
rocyaapcTBEHHOW perncrpauumn 6MoMeguUmMHCKOro KNeTo4YHOro npogykTa.

6. PesynbTatbl Kaxgoro aTana 6uoMeOMUMHCKOM 3KCMepTu3bl GMOMEAWLIMHCKOrO KMNeTOYHOro npoaykTa
O(POPMISAIOTCA 3aKMIOYEHNEM KOMMUCCUM IKCMEPTOB SKCMEPTHOrO ydpexaeHus. B 3aknioveHun KOMUCCUM IKCMepToB
9KCMEPTHOrO YYPEXOEHUs YKasblBalOTCA MNepevyeHb WCCNedoBaHui, 00bemM NPOBEAEHHbIX KaXOAbIM 3KCMepToM
nccrnefoBaHWii, YCTaHOBIEHHbIE KaXabiM U3 HUX bakTbl U cAenaHHble B pesynsTaTe UCCredoBaHWi BbiBOAbI. JKCMNepT,
MHEHWE KOTOpPOro He COBMagaeT C pelleHUEM KOMMUCCUM 3KCMEepPTOB IKCMEPTHOrO y4pexaeHusl, BrpaBe Bblpas3vuTb B
NMMCbMEHHOIN hOpMe CBOE MHeHWe, KOTopoe NPUoBLLAeTCs K 3aKNioYeHNI0 KOMUCCHUM 3KCNEepPTOB.

7. I'Ipanma npoesegeHunsa BGromMeanLMHCKON 9KCNEePTU3bl OVMOMEANLIMHCKMX KNETOYHbIX NpoAYKTOB U (bOprI
3aKMO4YEHNIA  KOMUCCUN OKCNepToB J3KCNEpPTHOro y4dpexaeHuna ycTaHaBnMBaKTCA YMNONMHOMOYEHHbIM @enepaanblm
OopraHomMm WCMNOSTHUTENBHOW BracTu.

8. OkcnepTHOe y4ypexaeHue HeCceT OTBETCTBEHHOCTb 3a cobniogeHve npaBun npoBedeHust BMOMeaULMHCKOMN
3KCNepTn3bl BOMEONLIMHCKOrO KITETOYHOro NPOAYKTa M 3a Ka4ecTBO ee NpoBeAeHMS.

CtaTtbsa 13. TpeboBaHuA, NpeAbABNAeMble K 3KCnepTaMm Npu NpoBeAeHUU GMOMEeaULIMHCKOW 3KCNepTU3bl
6MoMeANLIMHCKNX KNETOUYHbIX NMPOAYKTOB, NpaBa U 06513aHHOCTN 3KCNEpPTOB

1. SKCI'IepTOM no npoBeneHunto O1oMeMLMHCKON 9KCNepTun3bl OMOMEANLMHCKMX KINETOYHbIX NpoOAOYKTOB ABINAETCA
aTTeCTOBaHHbLIN paGOTHMK OKCNepTHOro y4pexneHud, KOTOprIZ MMEET BbiIClLlee MeOUUMHCKoe, cbapmaueBqueCKoe,
BeTepunHapHoe, Ouvonorn4yeckoe uNM XMMUYECKoe 06pasoBaH|/|e n npoBoauT 6I/IOM€/J,MLI,MHCKyPO 3KCnepTngy
OoMeaNUMHCKNX KNETOYHbIX NPOAYKTOB B NopAaKe UCMOJTHEHNA CBOUX OOJIKHOCTHbIX obsizaHHOCTEN.

2. TpebGoBaHMA K MpodeccMoHanbHOW MOArOTOBKE SKCMEpPTOB M CTaxy paboTbl MO cneuuanbHOCTW, Mopsnok
aTTecTauuy 3KCMepToB, MOPAAOK (POPMUPOBAHUS M AEATENbHOCTM KBaNMQUKaLMOHHBIX KOMUCCUIA YCTaHaBMMBaIOTCA
YNONHOMOYEHHbIM cbefieparnbHbIM OpraHOM UCMOSTHUTENBHON BNAacTy.

3. ATTecTauusi SKCMepTOB Ha MNpaBo MNpPOBedEeHUs GUOMEOULMHCKON 3KCNepTU3bl GUOMEONLMHCKUX KMETOUYHbIX
NPOAYKTOB OCYLIEeCTBNSAETCA KBanuduKauMOHHBIMU KOMUCCUSIMU YMONMHOMOYEHHOro deaepanbHOro opraHa
NCMOMNHUTENbLHON BMACcTU He pexe YeM oauH pas B NATb NeT.

4, 3KCI'IepT npu nposeaeHnn GromMeuMLMHCKON 9KCNepTun3bl OMOMEANLIMHCKMX KINETOYHbIX npoayKTOB 00s3aH:
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1) NpoBOAUTL MCcregoBaHWe NPEACTaBEHHbIX eMy OObEKTOB MCCREeaOBaHWUs, JOKYMEHTOB U (Unn) matepuanos,
OCYLLECTBMSATb OLEHKY NpeanaraeMblX METOAO0B KOHTPOSs KavyecTBa GMOMEOMLIMHCKOrO KNETOYHOro MpoaykTa, AaBaTb
3aKnoyeHMe Mo MOCTaBMEHHbIM Meped HUM BOMpoOcamM C COOTBETCTBYHLIMM OOOCHOBaHMEM WM 3akfiOYeHue o
HEBO3MOXHOCTU MPOBEAEHUS UM OUOMEOMUMHCKOM 3SKCNepTusbl OGMOMEOULMHCKUX KINETOYHbIX MPOAYKTOB, €Cnu
MocTaBneHHble BOMPOCHI BbIXOOAT 3a Npedenbl crneumnarnbHbiX 3HaHWIA akchnepTa NMbo ecnu obbekTbl UCCNEAOBaHUN,
OOKYMEHTbI U (Unn) MaTepuarnbl HENPUIoAHbI NN HEAOCTATOMHbI ANs NPOBEAEHNS CCIEQOBaHUIN U fa4n 3aKMOYEHS;

2) obecneunTb Hagnexallee XpaHeHue npeacTaBrneHHbIX OOBLEKTOB MWCCrefoBaHWA, OOKYMEHTOB U (Mnn)
martepuaros.

5. OkcnepT He Bripage:

1) npoBognTb OMOMEAULMHCKYK 3KCNepTndy OMOMEAMLMHCKMX KIEeTOYHbIX MNPOAYKTOB MO oOpalleHuto
HENOCPEACTBEHHO K HEMY OPUANYECKUX UMK PUINYECKUX NNLL;

2) camocTodATenbHO cobupaTb MaTepuarnbl Ofis NpoBeAeHUst BUOMEOMLMHCKOM 3KCNepTusbl GMOoMeOMLMHCKUX
KNEeTOYHbIX NPOAYKTOB;

3) NpoBOANTbL KOHCYMbLTALUMKU B 06racTi NpodeCccuoHanbHoM AesTeNbHOCTY BHE CrykeBHoro 3agaHus;

4) pasrnawaTb CBefeHUsi, KOTopble CTanv eMy U3BEeCTHbl B CBA3M C NpoBedeHnemM GMOMeanUMHCKON 3KCnepTu3bl
OMOMEOULIMHCKUX KINETOYHbIX MPOAYKTOB, @ TaKKe CBeAEHWsl, COCTaBMsIoLME FOCYAAPCTBEHHYIO, KOMMEPYECKYIO UMK
MHYI0 OXPaHAEMYIO 3aKOHOM TaliHy.

6. Kaxagbin KCNepT, BXOOSLWMN B COCTaB KOMUCCUN QKCMEPTOB 3KCMEPTHOIo y4pexaeHud, KOTOpOIZ nopy4yeHo
npoeegeHune BGruomMeauMLMHCKON 9KCNEePTU3bI OMOMEONLMHCKMX KMNETOYHbIX NnpoAYyKTOB, HE3aBUCMMO U CaMOCTOATENIbHO
nposoanT uccnenoBaHuA, oueHMBaeT pedyribraTtbl, NONy4YeHHble UM JIMYHO U OpYyrMMn 3KCcneptamMmu, uU dpopmynwpyeT
BbIBOAbl OTHOCUTENTbHO NMOCTaBJ1IEHHbLIX BOMPOCOB B npeaenax cBounx cneunanbHbIX 3HaHUN.

CtaTtbs 14. Tnyeckas akcnepTmsa

1. 3Tuyeckas JKCnepTtmn3a npoBoaAUTCA COBETOM MO 3TUKe, CcOo3AaHHbIM B NopAAdke, YCTaHOBIIEHHOM
YNOJTHOMOYEHHbLIM q)e,qepaanHM opraHom WCMONMHUTENbHOM BMacTW, B LENsAX Bblayn 3akrioveHust 00 3TU4eckomn
000CHOBaAHHOCTN BO3MOXXHOCTMU nposegeHnd KnnmHn4eckoro nccriegoBaHua OG1MOMEeNLMHCKOIO KNETOYHOro npoAyKTa.

2. JkcnepTamu coBeTa Mo 3TUKE MOryT ObiTb NpeacTaBUTENN MEAULMHCKUX OpraHn3auni, HaydHbIX OpraHu3aLumin,
obpasoBaTenbHbiX OpraHuM3auuMin Bbiclwero obpasoBaHus, obpasoBaTenbHbIX OpraHuM3auum OOMNOSTHUTENbHOro
npodeccnoHanbHoro obpasoBaHus, a Takke NpeacTaBUTeNN 0bLLLECTBEHHbIX OpraHn3aLnii, PenMrMo3HblX opraHnsaunin n
CpPenCTB MaccOBOW MHpopMaumn. 3T 3KCNepTbl HE AOMKHbI HAXOOUTLCA B KakOM-NMBO 3aBUCUMOCTM OT 3asBUTENS U
OPpYrux nuu, 3auHTEPECOBaHHbIX B pe3ynbTatax 3TMYECKOM 3KCNepTm3bl.

3. OnnaTa ycnyr aKkcnepToB COBETAa MO 3TUKE OCYLUECTBMNSETCH Ha OCHOBaHWM OOrOBOpa, 3aKMOYEHHOro Mexay
YMONHOMOYEHHbIM beepanbHbIM OpraHoOM WCMOMHUTENBHOW BracTu, KOTOPbIM CO34aH COBET MO 3TUKE, N 3KCMEepPTOM
coBeTa MO 3TUKE, 3a CYET OHIKETHBbIX aCCUTHOBaHWUN, MPedyCMOTPEHHbIX YMONHOMOYEHHOMY degeparnibHOMYy OpraHy
WCMOSTHUTENBHON BMacTW, CO3OaBLUEMY COBET MO 3TMKe, B (hegepanbHOM OlogXeTe Ha COOTBETCTBYHLIMIA rog Ha
obecnedeHune ero AesiTeNbLHOCTH, B pa3mepax, YyCTaHoBNeHHbIX MpaBuTenscTtBoM Poccuiickon ®enepaunn.

4. OkcnepTbl coBeTa MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHoAaTenbCTBOM Poccuiickoi
depnepauuu.

5. CoctaB coBeTa Mo 3TWKe, MONOXeHWe 06 3TOM COBeTe, MopPsOOK ero [OeATenbHOCTM, TpeGoBaHusA K
KBanuduKauuy 1 onbiTy paboTbl MO 3KCMEPTHON OLEHKE Hay4HbIX, MEOULIMHCKUX U 3TUYECKMX acnekToB KMMHUYECKUX
nccnenoBaHMin GUOMEAMLMHCKUX KMNETOYHbIX MPOAYKTOB, MpedbsBMsAeMble K 9KCrepTam coBeTa Mo 3TWKe, MOopsaoK
opraHusaumMm ¥ TMpPOBEAEHUs 3TUYECKOM IKCMepTM3bl, (hopma 3aklovyeHusi coBeTa Mo 3TWMKE YCTaHaBMMBaloTCS
YMNONHOMOYEHHbIM doefeparnbHbiM OpraHOM WCMOMHUTENbHOM Brnactu. Yucno npeacrtaButenein MeaUMLMHCKUX
opraHu3auUmMi 1 Hay4YHbIX OpraH13aLuil He MOXET NPeBbILLATL NOJIOBMHY OT 06LLEro Y1cna aKCnepToB CoBeTa Mo 3TUKE.

6. MIHdopMauma o cocTaBe coBeTa NO 3TUKe, NnaHax ero paboTbl U TeKyllen AeATenbHOCTU pa3mellaeTcs Ha
oduumnanbHOM canTe ynornHOMoYeHHoro defepanbHOro opraHa MWCMOSHUTENbHOW BRactTm B MHAOPMaLMOHHO-
TenekoMMYHMKaUMOHHOW ceTn "MIHTepHeT" (danee - ceTb "MIHTepHeT") B yCTAHOBNEHHOM UM MOPSiAKe.

7. dTnyeckasa aKcnepTmsa, COCTaBMEHWE COBETOM MO 3TUKE 3aKMOYeHWA O BO3MOXHOCTU MMM HEBO3MOXHOCTU
NpoBeAeHNs KNNHUYECKOro nccnegoBaHnsa GoMeamuUMHCKOro KNeTo4YHOro NpoayKTa U HanpaeneHne 3TUX 3aKioYeHuin B
YMNOMHOMOYEHHbIV (hefeparnbHbIi OpraH UCMONMHWUTENBHOW BNAacTu OCYLLECTBISIOTCSA B CPOK, He NpeBblLLaoLWwmni TpuauaTtm
paboumx [OHeh CO [OHHA MONyYeHMs COBETOM MO 3TMKe 3agaHus YnonHOMOYEeHHOro dheaepanbHOro opraHa
NCMNONMHUTENBHON BNacTn U HeobXoaAMMbIX AOKYMEHTOB, yKkadaHHbIX B nyHkTax 1 - 11, 13 yactu 2 ctatbn 9 HacTosLwwero
depnepanbHOro 3akoHa.


consultantplus://offline/ref=5DB43D6809508F70F5FC7F98875E253CE425027C9C4BBBDDF4684
consultantplus://offline/re
consultantplus://offline/ref=A7154811A10E275DEF274500206BA8BE7DD272ECA4C48D2AF7F21781B4A5E8FAC4E1C17326F47CA715260F10FB45F53C5
consultantplus://offline/ref=A7154811A10E275DEF274500206BA8BE7CD173E7A3C98D2AF7F21781B4A5E8FAC4E1C1712EF077F341690E4CBE11E63D5307A17DF0g572N%20%5Co%20%22%5C
consultantplus://offli
consultantplus://offline/ref=A7154811A10E275DEF274500206BA8BE7DDA75ECA4C58D2AF7F21781B4A5E8FAC4E1C17326F47CA611260F10FB45F53C5407A37BEF59C119gA71N%20%5C
consultantplus://offline/ref=A7154811A10E275DEF274500206BA8BE7DDA75ECA4C58D2AF7F21781B4A5E8FAC4E1C17326F47CA215260F10FB45F53C5407A37BEF59C119gA71N%20%5C
consultantplus://offline/ref=A7154811A10E275DEF274500206BA8BE7DD277E7A4CD8D2AF7F21781B4A5E8FAC4E1C17326F47CA719260F10FB45F53C5407A37BEF59C119gA71N%20%5C
%5Cl%20Par127%20%20%5C
%5Cl%20Par137%20%20%5C
%5Cl%20Par139%20%20%5C

8. ,D,OKyMeHTbI, coaepxawpmeca B permcTtpaumoHHOM O0Cbe M NOCTynuBLUME B COBET MO 3TUKE A5 NpoBedeHUnA
3TUYECKON QKCNepTn3bl B Uendx nonyyYyeHna paspeweHnd Ha npoBeaeHune KIIMHUYeCKOoro uccrengoBaHuA
OMoMeanuUNHCKOro KIeTOYHOro npoaykTa, nognexart BO3BpaTy B yI'IOJ'IHOMO‘-IeHHbII7I cbe,u,epaanan opraH
NCMONMHUTENbHOW BNAacTU.

Cratbsa 15. QkcnepTr3a KayecTtBa GUOMEAULIMHCKOrO KNETOYHOro NpoayKra U 3KCnepTusa AOKYMEHTOB Ans
nornyyeHus paspelleHus Ha NpoBeAeHNe KIIMHUYECKOro uccriefoBaHnsa 6MoOMeANLIMHCKOrO KNeToYHOro npoayKra

1. Okcneptusa kayectBa OMOMEOUUMHCKOrO KIETOYHOrO MpOAdyKTa, 3KCMepTM3a AOKYMEHTOB ANA MNOMyYeHus
paspeLleHnst Ha MpOBEAEHME KITMHUYECKOrO MCCNenoBaHUA OUOMEOMLIMHCKOrO KIETOYHOrO MpoAdyKTa, COCTaBMeHue
KOMUCCMEN IKCMEPTOB ISKCMEPTHOTO YUPEXKOAEHMS 3aKMOYEHUS O MOATBEPXOEHUM KadecTBa OMOMEOMLMHCKOro
KNEeTOYHOro NpoayKTa 1 BO3MOXHOCTU NPOBEAEHUS €r0 KNMHUYECKOro NCCNefoBaHnst Unn 0 HENOATBEPXAEHUN KadecTBa
OMOMEOVLMHCKOTO KMNEeTOYHOro npoAykTa M HEeBO3MOXHOCTM MPOBEAEHUS €ro KIMHUYECKOro WccriegoBaHug,
HanpaBreHne COOTBETCTBYHLLErO 3aKMOYEHMSI B YMONTHOMOYEHHbIV dhedepanbHbli OpraH MCMOMHUTENbHOW BRacTu
OCYLLECTBIAOTCA B CPOK, HE NMPEBbILLAIOLLMIA cTa pabounx OHEN CO OHA MOMyYEeHMs SKCNEPTHBIM yYpeXxaeHeM 3aaHuns
YMONIHOMOYEHHOro hbefepanbHOro opraHa WCMNOMHUTENBHOW BnacT C MPUIIOXKEHMEM HeOOXOAMMBIX [OKYMEHTOB,
yKasaHHbIX B nyHkTax 1 - 11, 13 yactu 2 ctatbn 9 HacToswero PegepansHOro 3akoHa.

2. B TeyeHue wectvgecaTn paboumMx OHENW CO [AHA MNOMy4YeHWUst 3asiBUTENeM OT IKCMEPTHOro yypexaeHus
yBEOOMIIEHMS O NOMYyYEeHNM YKa3aHHbIM SKCMEPTHbIM yYpexaeHneM 3adaHust ynonHOMOYeHHoro hegeparnsHOro opraHa
WCMONMHUTENBHON BRAacTW, ykasaHHOro B 4acTu 1 HacTosiwen cTaTbu, 3asBUTENb MpeacTaBnsieT B 3KCMNepTHoe
ydypexaeHue Ons nNpoBedeHUs 3KCNepTuabl kayecTBa OMOMEOULMHCKOro KNeTo4YHOro npoaykta o6pasubl
BGUoMeaNLIMHCKOrO KNETOYHOro NPOAYKTa, KNETOYHOM FIMHUM (KNETOUHbIX MUHWUIA), MEANLIMHCKUX U3OENWIA, NekapCTBEHHbIX
npenapaToB, bapmMaLeBTUYECKMX CyOCTaHUUIA, BELLECTB, BXOASLLNX B COCTaB GUOMEANLIMHCKOIO KINETOYHOro NpoaykTa,
NPUMEHsIEMbIE MPW NPOBEAEHUN 3KCNEPTU3bl KavyecTBa GUOMEAMLMHCKOrO KMETOYHOro npoaykTa MyTemM CpPaBHEHUS C
HAMW UccregyemMoro GUOMEAMLIMHCKOrO KNeTOYHOro MpoaykTa, B KonuyecTBe, HeobGXogmMmMom [Afisi BOCMNpOU3BedeHMs
METO0B KOHTPOs kayecTBa GMOMEOULMHCKOrO KNETOYHOro NpoaykTa, B Mopsigke, YCTAHOBNEHHOM YMONTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMONMHUTENBbHOW BNacTy.

(8 pea. PenepansHoro 3akoHa ot 03.08.2018 N 323-03)

3. MNpwn nonyyeHnn obpasLoB GUOMEAMLIMHCKOIO KIETOYHOrO MPOAYKTa M MHbIX 00pasLoB, yKasaHHbIX B YacTu 2
HacTosILLeN CTaTbu, SKCMEPTHOE yYpexaeHue BblAaeT 3asBUTEN0 AOKYMEHT, NOATBEMKAAIOWMN NOMyYeHUe yKasaHHbIX
06pasuoB, 1 B CPOK, HE MPEBbLILLALWLNA Tpex pabodnx gHen co gHA nonyveHus ykasaHHbiXx 00pasuoBs, yBegoMnaeT ob
3TOM YMNOMHOMOYEHHbIN dhedeparnbHbIi OpraH UCNONMHUTENLHOW BNacTu.

4. B cny4vae, ecnu 3asBNgeMbli CPOK XpaHEHWss DMOMEAMLMHCKOro KreTOYHOro npoaykra COCTaBMseT MeHee
NATHAALATM CYTOK, SKCMepTu3a KavyecTBa OMOMEOULMHCKOrO KITIETOMHOro npoAykra npOBOAUTCS B Mopsgke,
YCTAaHOBNEHHOM YMOJIHOMOYEHHbIM defeparnbHbiM OpPraHOM MWCMOSTHUTENbHOW BracTW, KOMWUCCUEW 3KCNepToB
9KCMEPTHOrO y4ypexaeHnss B MecTe Npou3BoAcTBa OMOMEOMUMHCKOrO KMETOYHOro npogykTa C  WCMONb30BaHMEM
obopynoBaHMs NPoU3BOAUTENS, NPU 3TOM 3asiBUTENb B TEYEHWE LUECTUAECATU paboyumx OHEN CO OHsSI NOonyyYeHuss oT
3KCMNEPTHOIO YYpexaeHusl, yKkazaHHOro B 4YacTm 1 HacTosilen cTaTbW, YBEOAOMIIEHUS O MOMyYeHUW UM 3adaHus
YNOMMHOMOYEHHOIo doegepanbHOro opraHa UCMOSTHUTENbHOW BNACTN YBEOOMISIET SKCMNEPTHOE YUYpEXOEHNE O FOTOBHOCTM
K MPOBEAEHMIO 3KCNEPTM3bl KauecTBa BMOMEANLIMHCKOrO KIETOYHOro NpoaykTa B MecTe Npou3BoACTBa GMoOMeanLIMHCKOrO
KNeTOYHOro npoaykra.

5. YkasaHHble B 4YacTax 2 u 3 HacTosien cTaTbM CPOK ANSA npeacTtaBneHvs 3assutenem obpasuos
OGUoMeaNLIMHCKOro KNeTOYHOro NPOoAyKTa M MHbIX 00pa3uLoB U CPOK YBEOOMIIEHUS] IKCNEPTHbIM yupexaeHnem o6 3ToMm
YMONHOMOYEHHOro defeparnbHOro opraHa WMCMONTHUTENBHOW BNAacTWM HE BKIIOYAKTCA B CPOK MPOBEAEHWUS 9KCNepTus,
npegyCcMOTPEHHbIX YacTbio 1 HacTosLel cTaTbi.

6. OKcnepTHbIM yupexaeHuem n3 06pasLoB KNETOYHOW MUHUM  (KNMETOYHbIX JNUHWIA), NpeacTaBneHHbIX Ha
3KCNepTM3dy kKayectBa OUOMEOULMHCKOrO KMETOYHOro nNpoAykTa, COCTaBMSETCS KOMMEKUMs MOCTOSIHHOIO XpaHEHWs
00pasyoB CTaHAAPTM30BaHHbIX KIETOYHbLIX NUHWUIA, (OPMUPOBAHME, UCMONb30BaAHNE, XPaAHEHUE, YYET U YHUUTOXEHNE
KOTOpPOM OCYLLECTBASAITCSA B MOpsgKe, YCTAHOBIIEHHOM YMONTHOMOYEHHbIM ddedeparibHbiM OpraHoOM WCMOSTHUTENbHON
BNacTu.

7. [okyMeHTbl, cogepxaliMecss B pPerMcTpauMoHHOM [OCbe WM MOCTYMNMBLUME B 3KCNEPTHOE YyupexzaeHve Ans
npoBeAeHNsi COOTBETCTBYIOLLMX 3JKCMEpTM3 B LensAx MOonyvyeHus paspelleHns Ha npoBefeHue KIMHUYECKOro
nccnegoBaHms GUOMeOULIMHCKOrO KINETOYHOro NpoaykTa, NoAnexaT Bo3BpaTy B YNONMHOMOYEHHbIM heaepanbHbIii opraH
NCMOMNHUTENBHOM BMacTV OAHOBPEMEHHO C 3aKIIOYEHNEM MO pe3yrisTaTtaM 3TUX 3KCNEPTHS3.

Crtatba 16. Mony4yeHne U oueHKa 3aKnOYEHUN MO pe3ynbkTaTam IKCNepTU3, NPOBEeAEHHbIX B LefisiX Bblgayuu
pa3peLlleHusi Ha NpoBeAeHWe KINMHUYeCKOro uccnegoBaHusi 6MOMeAULIMHCKOTO KIETOYHOro NpoAykKTa

1. B CPOK, He I'IpeBbILLIa}OLLI,l/II7I nATU pa6oqu OHen co aHA nonyvyeHuna 3akrnt4eHnda KOMUCCUU IKCnepToB
OKCNEepPTHOro yypexaeHud, ykadaHHOro B 4actu 1 ctatbn 15 HacTosILErO d>ep,epaanoro 3aKoHa, 1 3aKIo4eHnd coBseta
no 3TNKe, yKa3aHHOro B 4acTtu 7 ctaTbh 14 HacTosLEro CDe/J,epaanoro 3aKOHa, yI'IOHHOMO‘-IGHHbIVI q)e,u,epaanbM opraH
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NCMOMHNTENBHOW BRacTn OocyulecTBndeT OUEeHKY noCTynmBLLUNX 3aKnYeHnn ans onpegerneHnda mnx CcooTBETCTBUA
3afjaHnaM Ha npoBedeHne COOTBETCTBYHLWMNX 3KCNepTtns u yBeaoMndeT 3adBUTENA B NMUCbMEHHOMN cbopme o
npencraBlieHHbIX NO pedylibrataM NpoBeAeHHbIX 3KCNEePTU3 3aKny4eHnAax.

2. Tpu nony4yeHMn 3akNOYEHUS KOMMUCCUM IKCMEPTOB IKCMEPTHOro yYpexaeHws O MOATBEpXAEHUM KadecTBa
OMOMEeMLIMHCKOro KNETOYHOro NpoAyKTa U BO3MOXHOCTU MPOBEAEHUS €r0 KMMHUYECKOro UCCReN0oBaHUs U 3aKNivYeHUs
coBeTa No 3TMKe O BO3MOXHOCTU NnpoBeaeHUnaA KIMHUYeCKoro mccrieqoBaHusa 6I/IOM€.EI.I/ILI.I/IHCKOFO KNEeTOYHOro npoaykra
YNOSIHOMOYEHHbIN dhegepanbHbIi OpraH WUCMOMHUTENBbHOW BRacTu MNpUOCTaHaBnMBaET MNpoBeLeHMEe FoCygapCTBEHHOM
permctpaumnm bMomMeanUMHCKOrO KIETOYHOro NpoaykTa A0 nodayu 3asBUTeENEeM B YNONMHOMOYEHHBIN dhefeparnbHbli opraH
WCMOSTHUTENBHON BNacTu 3asiBNEHUS O BO30OHOBMEHMM FOCY0APCTBEHHON perncrpaumm 6MoMeguumMHCKOro KreTo4HOro
npoaykTa.

3. MNpn nonyyeHUn 3akmOYEHUs KOMUCCUN IKCNEPTOB IKCNEPTHOro yupexaeHuUst O HEMOATBEPXKAEHUN KadecTBa
OMOMEOMLMHCKOro KIEeTOYHOro npogykTta M HEBO3MOXHOCTU MPOBEOEHUA €ro KMMHUYECKOrO WCCMNEedOBaHUa Wnu
3aKIYeEHNsT COBETa MO STMKE O HEBO3MOXHOCTU MNPOBEAEHMS KIMHMYECKOTO WCCredoBaHUs OuomenuuMHCKOro
KNEeTOYHOro MpoAdyKTa YMOMHOMOYEHHbIN dedeparnbHbll OpraH MWCMOMHWUTENbHOW BAACTU MPUHUMAET peLleHue o
npekpalleHMn rocyqapCTBEHHON peructpaumMm GMoMegMUUHCKOrO KIeTOYHOro npodykra u yBegomnsieT o6 3ToM B
NMCbMEHHOW hopme 3asaBUTENS.

Ctatba 17. PeweHne o Bbigaye paspeweHUst HAa NpoBeAeHUe KIMMHUYECKOro uccrenoBaHus
6GuomMeUNLIMHCKOro KNeTo4YHOro npogykKra

1. Ona nonyyeHus paspelleHust Ha NpOBEAEHUE KIMHWYECKOro muccrieqoBaHus GUuoMeauuUHCKOro KrneTovHOro
NpoayKTa 3asiBUTENb, MOMNYyYMBLUMA B COOTBETCTBMM C 4acTbto 1 crtatbm 16 HacTtoswero PepepanbHOro 3akoHa
yBeOMIIEHME O BbIHECEHMM MO pe3yrnbraTaM IKCMepTu3, yKasaHHbIX B MyHkTe 1 4vactu 1 ctatbu 12 HacTosiwero
dPenepanbHOro 3akoHa, 3akIHYeHWst KOMUCCUWM 3KCMEPTOB 3KCMEPTHOMO YYPEXOEHUS O MOATBEPXOEHWM KadecTBa
BUoMeaNLIMHCKOro KNeToYHOro NpoAyKTa U BO3MOXHOCTW NPOBEAEHUS ero KIMHUYECKOro UCCNENOBaHNSA U 3aKIoYeHUs
coBeTa MO 3TUKE O BO3MOXHOCTM MPOBEOEHUS KITMHUYECKOrO UCCNeaoBaHs BUOMEANLIMHCKOrO KIEeTOMHOro npoaykTa,
npeacTasnsieT B yNONMHOMOYEHHbIM ddefepanbHbI OpraH UCMONMHUTENBLHOW BracTu:

1) 3aaBneHue o Bblaadve paspeLleHns Ha NPoBeaeHUE KNMHUYECKOro UCccrneaoBaHns GUOMEAULIMHCKOIO KNETOYHOro
NPOAYKTa;

2) Opowopy uccrnegoBaTens, NPeAcTaBnsiowy0 cobOoW CBOAHOE MW3NOXEeHWe pesynbTaTtoB AOKIMHUYECKOro
nccnefoBaHs BGUOMEAULIMHCKOrO KNETOYHOro NMpoAyKTa W KIIMHUYECKOro uccneaoBaHus 6UOMEeaMLMHCKOrO KIeTO4HOro
npoayKTa;

3) cBegeHus o6 onbiTe paboThl MccnegoBaTernen No COOTBETCTBYIOLLMM CMELManbHOCTAM U UX onbiTe paboTbl Mo
NPOBEAEHNIO KITMHUYECKUX MCCIEenoBaHM BUOMEANLMHCKUX KNETOUHbIX NPOAYKTOB;

4) konuo doroBopa 06a3aTeNbHOrO0 CTPaxoBaHWS KU3HW, 340POBbS MaUMEHTa, Y4YaCTBYHOLLENO B KIUHWYECKOM
nccnegoBaHMn GUOMEOULMHCKOrO KIETOYHOro MnpoAdykTa (Aanee - OOroBop 00653aTenbHOro CTPaxoBaHWS), KOTOPbIA
3aKMN4YeH B COOTBETCTBMM C TUMOBLIMM MNpaBunamMm 00S3aTENbHONO CTPaxOBaHUSA XWU3HW, 300POBbs MNaLMEHTA,
yyacTtBywuwero B KIMHUW4YECKOM wuccrnegoBaHuu 6VIOM6,D,I/ILI,I/IHCKOFO KNeTo4yHoro npoaykrta, yTtBepXaaeMbiMU
MpaButensctBoM Poccuitickon depepauumm (ganee - TMNoBble npaBuna o06A3aTenbHONO CTPaxOBaHWS), C yKa3aHWeEM
CBEOEHUIN O MpedenbHOM YMCIIEHHOCTU MAUMEHTOB, Y4acTBYHOLMX B KIMHUYECKOM MCCRefoBaHUM BGMOMELMUMHCKOrO
KNeTOYHOro NpoayKTa;

5) cBegeHns O MeOUUMHCKMX OpraHu3auumsax, B KOTOPbIX Npegnonaraetcs MnpoBeAeHUe KIMHUYECKOro
nccrnegoBaHnst GOMEOULMHCKOrO KINETOYHOro MpoAdykta (MofHoe M COKpaleHHOe HAaUMEHOBaHUS, OpraHu3aLMOHHO-
npaBoBasi opmMa, MECTO HaXOXKAEHMUS, MECTO OCYLLIECTBIEHUSA AeATENbHOCTU, TenedoH, Tenedakc, agpec 3neKTPoHHOM
NMoYThbl, cCBeaeHUd 00 akkpeguTauum Ha npaBo npoBefeHua KIUHU4YeCKux I/ICCJ'Ie,EI,OBaHI/IIZ 6I/IOMe,D,I/ILI,VIHCKI/IX KITeTOYHbIX
NPOAYKTOB KaXXon MEeQULNHCKON opraHu3auum);

6) cBegeHus o npegnonaraeMbiX Cpokax NPOBEAEHUS KITMHUYECKOro uccrnenoBaHnsi GMOMeaNLMHCKOrO KNETOYHOro
npoaykTa;

7) peKkBM3UTbl JOKYMEHTA, NMOATBEPXAALEro ynnaTy rocygapCTBEHHOW MOLWIMUHBLI 3a Bblgady paspelueHust Ha
npoBegeHNe KIMHNYECKOro UCCNeaoBaHns GBMoMeaULMHCKOrO KMETOYHOro NpoaykKTa.

2. B cpok, He npeBblaOWNA NATK pabounx OHEW CO AHS MPUHSTMS yKasaHHbIX B YacTu 1 HacTosiLen cTaTby
3asBEHNS U OOKYMEHTOB, YNOITHOMOYEHHbIV ddeaeparnbHbIv OpraH UCMONMHUTENBHON BIacTu:

1) NPOBOAMT MPOBEPKY MOSNHOTbI M JOCTOBEPHOCTW CBEAEHUI, Ccodepaluxcs B MpPeacTaBreHHbIX 3asiBUTENEM
AOKYMeHTax;

2) NpYHUMaET peLleHre O Bblgade paspeLleHusl Ha NpoBeAeHNe KIMHUYECKOrO MccrieqoBaHns GUOMEANLIMHCKOO
KMeTOYHOro NpoAykTa unm o6 oTKase B Bblaaye yka3aHHOMo paspeLLeHus;
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3) yBeOOMITAET B NMUCbMEHHOM c*)opme 3adaBuUTenAa O NPpUHATOM peLueHnn (B Clny4yae NpuHATUA pelleHnsa 006 oTkase
C YyKazaHuem npuymH Takoro OTKaSa);

4) BblOa€T pa3pelieHne Ha nposegeHne KImHM4YecKoro nccnenoBaHuns OG1MOMEeaNLIMHCKOIO KINETOYHOro npoaykKTa B
nopsagke, ycraHosf1eHHOM YNOJIHOMOYE€HHbIM (bep,epaanblM opraHom WCMNOMHUTENBbHOW BNAcCTU.

3. B cny4ae BbISIBNEHMSA HEMOMHOTbI MNW HEOOCTOBEPHOCTU CBEAEHWN, COAEepXaluMxcs B MpeacTaBlieHHbIX
3asaBuTENnEeM AOKYMEHTax, YMNONMHOMOYEHHbIN (bedepanbHbll OpraH WCMOSHUTENBHOW BNAcTW HanpaBsrsieT 3asBUTENIO
3anpoc 06 yTOYHeHMU yKkadaHHbIX cBeAeHUI. [JaHHbIN 3anpoc MOXET ObITb nepegaH yNnornHOMOYEHHOMY NpPeacTaBuUTemNto
3asABUTENsa NMYHO MOA PacnuCKy, HanpaereH Mo MnodTe 3akas3HbiM NMMCbMOM MW nepedaH B 3NEeKTPOHHOW chopme no
TEeNeKOMMYHUKaLMOHHbIM KaHanam cBs3un. B crnyyae HanpaBrneHust 4aHHOro 3anpoca rno noyte 3akasHbiM NMMCbMOM OH
CYMTaeTCcs NOMyYeHHbIM MO UCTEYEHWM LWECTM OHEN C AaTbl HanpaeBneHWs 3aKkasHoro N1cbma.

4. 3asBuTenb 0653aH NpeAcTaBUTb OTBET Ha 3amnpoc YrNoNHOMOYEHHOro dheaeparnbHOro opraHa UCMNONMHUTENbHOM
BNacTW, yKasaHHbIi B 4YacTM 3 HacTosilel cTaTbW, B CPOK, He MpeBbllualoluMii AeBsiHocTa pabounx OHel co OHS
nonyyeHns gaHHoro 3anpoca. Cpok, ykasaHHbId B 4acTu 2 HacTosilen cTaTbW, MNPUOCTaHABMMBAETCA CO [JHS
HanpaBMneHna 3asBUTEN0 3anpoca YMNoTHOMOYEHHOro dedepanbHOro opraHa WCMOMHWUTENbHOM BNactu A0 [AHS
Mony4yeHnst UM OTBETa Ha AaHHbIN 3anpoc.

5. OcHoBaHMAMW aOns OTKasa B Bblaade pa3pewieHna Ha npoeedgeHune KIIMHUYeCKoro wuccnegoBaHuA
O1MOMEeMLMHCKOrO KITETOYHOro npoAayKkTa ABNAKTCA HenpeacrtasrieHne B MNOJTHOM obbeme OOKYMEHTOB, YKa3aHHbIX B
yactu 1 HacToslen cTaTbW, HenpencrtaBsJieHNe 3adBUTENNEM B yCTaHOBJ'IeHHbIIZ CpOK OTBeTa Ha 3anpocC
YNOJTHOMOYEHHOIo cbe,u,epaanoro opraHa MCMNOMHNTENBHOW BRacTu, YKa3aHHbIVI B YacTnm 3 HaCTOsILLeN cTaTbu, UK
HEeCOOTBEeTCTBME coaepXXaHnA npeactaBlneHHbIX 3adBuTenemM OOKYMEHTOB Tpe6OBaHI/IF|M HacTodLlero CDe,u,epaanoro
3aKOHa.

Cratba 18. Okcneptusa 3hPEeKTUBHOCTM OMOMEOULIMHCKOrO KIEeTOYHOro npoAayKra M 3KcnepTusa
OTHOLUEHUS 0XXMAAEMON NOoNb3bl K BO3MOXHOMY PUCKY NPUMEHEeHUs GUOMeAULIMHCKOrO KNeTOYHOro NpoAayKTa

1. Okcneptusa apeKkTUBHOCTM BMOMEOMNLIMHCKOTO KITETOMHOrO MPOAYKTa M 3KCMEepTU3a OTHOLLEHUSI OXMAAeMOoWn
nonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS OWOMEOMLIMHCKOrO KIETOYHOIO MpoAyKTa, COCTaBleHMe KOMUCCUEN
3KCMEepPTOB 3KCNEPTHOro YyupexaeHus 3aknivyeHWin no ux pesynbtaTaMm W HanpaBneHue 3TUX 3akNiyYeHun B
YNONMHOMOYEHHBIN heaeparnbHbli OpraH MCMOMHUTENBHON BNacTu MPOBOASTCS B CPOK, He NpeBblllaloLlMi ABaauaTty
nNaTM paboymx AHEW CO AHS MOMyYeHUst SKCMEPTHBIM YYpPEXOEHMEM COOTBETCTBYIOLLEro 3adaHusl YMOSTHOMOYEHHOrO
cegepansHOro opraHa UCMOSTHUTENbHOW BAAcTU C JOKYMEHTaMM, YKasaHHbIMKM B nyHKTax 1 - 5, 13 yactn 2 ctatbn 9
HacTosiwero ®defepanbHOro 3akoHa, M OTYETOM O MPOBEOEHHOM KIMHUYECKOM MCCneqoBaHuM OGUOMELMLUHCKOro
KNeTOYHOro Npoaykra.

2. Ons npoBeOeHWs yKasaHHbIX B 4YacTu 1 HaACTOSIWEn cTaTbW IKCNepTM3 3asBuTeNb NpeacTaBnser B
YNOMHOMOYEHHbIN dheepanbHbI OpraH UCNONHUTENBHOW BNacTu:

1) 3asiBlieHMe O BO30OHOBMEHUMU rocyp,apCTBeHHon perncrtpaunmn OMOMEONLIMHCKOIO KINETOYHOro npoaykrta u
npoeseneHnn ykadaHHbIX B 4aCTu 1 HacTosLen cTaTbn JKCNepTns;

2) NpoeKTbl MaKeTOB NEPBUYHON YNakOBKW U BTOPUYHOWM YNaKOBKM BMOMEAMUMHCKOIO KMETOYHOro npoaykTa, npu
HeoOxoOMMOCTM JopaboTaHHble MO pesynstataM NPOBEAEHHOrO  KIMHUYECKOro uccreqoBaHus GroMeguumnHCKoro
KNeTo4YHOro NpoayKTa;

3) oT4eT 0 NPOBEAEHHOM KITMHNYECKOM MCCNEAOBaHMN BUOMEONLMHCKOTO KIETOYHOrO NPOayKTa;

4) NPOEKT WHCTPYKUMM NO MNMPUMEHEHUIO OVOMEeaNLMHCKOrO KNeTo4HOoro npoaykrta, npu HeobXxoaAnMOoCTH
D,Opa6OTaHHbIIZ no pesynberatamMm npoBeaeHHOro KInMHN4YeCcKoro nccrenoBaHuA BromeoMUNHCKOro KNeTo4Horo npoaykTa;

5) pekBu3NTblI JOKYMEHTOB, MogTBepXdalowWwmnx ynnarty rocygapCTBEHHOW MOLWMMHLI 3a NpoBedeHue dKCnepTusbl
3(PPEKTUBHOCTU BUOMEANLIMHCKOTO KNETOYHOIO NpoAyKTa 1 9KCNepTu3bl OTHOLLIEHUS OXXMOAEMOW MOMNb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUA OMOMEOMLMHCKOrO KNETOYHOro MpoAdykTa Mnpv rocydapCTBEHHOW perncrpaumm GuomegmuuHCKOro
KNeToYHOro npogykTa. 3adsutens Bnpase NpPeacTaBuTb MO COOCTBEHHON MHULMATUBE yKa3aHHble JOKYMeHTbI. B cnyyae
X HenpeacTaBneHus YMNONMHOMOYEHHbIN benepanbHbil OpraH WCMONHUTENBHOW BRAacTu MNpoBepsieT akT ynnarbl
rocyaapCTBEHHOMW MOLLUSMHBLI HA OCHOBaHWW MpeacTaBleHHbIX 3asBUTENEM PEKBU3UTOB OOKYMEHTOB, NOATBEPXAAOLLUNX
ee ynnaTy, C Wcnonb3oBaHWeM WHdopmaumum o6 ynnaTe rocyaapCTBEHHOW MOLWMWHLI, COAepXallencs B
locygapcTBeHHOM MHGOPMAaLMOHHOM CUCTEME O FOCYAAPCTBEHHbBIX U MyHULMMAMbHbIX Nnartexax.

3. B cpok, He npeBblwawwun natm paboymx OHEW CO AHSA NPUHATUSA 3asBrieHuMs O BO30OHOBNEHUU
rocygapCTBEHHOW pernctpaumn 6ruoMeanumMHCKOro KNeToMHOro npoAaykTa ¢ AOKYMEeHTaMu, ykasaHHbIMW B YacTax 1 m 2
HacTosLLen cTaTby, YNONHOMOYEHHbIN heaepanbHbI OpraH UCNOMHUTENBLHOWN BNAacTu:

1) NMPOBOAUT MPOBEPKY MOSIHOTHI U LOCTOBEPHOCTV OaAHHBIX, COAEpKalMXcsi B MpPeacTaBleHHOM 3asiBUTENEM
oT4yeTe O NPOBEAEHUM KITMHUYECKOrO UCCeaoBaHns BMoMeaNLMHCKOTO KIEeTOYHOMo NpoaykKTa;
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2) npuHMMaeT peweHne o BO306HOBMNEHUM rocy,qapCTBeHHoM pernctpauumn OVMOMEANLMHCKOrO  KINEeTOYHOro
npooykta M npoBeaeHUn yKadaHHbIX B 4acTu 1 HacTosdLen cTatbk QKCNepTns unun 00 oTkase B BO30OHOBMEHMU
rocy,u,apCTBeHHoﬁ perncrtpauunmn BromegMUMHCKOro KNeTo4HOoro npoAyKTa n npoBeaeHNN YKa3aHHbIX SKCNepTus;

3) yBeaOMIAET B NUCbMEHHOM cbopme 3adaBuUTeENA O NPUHATOM peLueHnn (B cny4ae NpuHATUA peLlleHna 00 oTKazse -
C YyKazdaHuem npuymH Takoro OTKa3a).

4. B cnyyae BbISIBNEHUS1 HEMOMHOTbI MMM HEOOCTOBEPHOCTM CBEAEHWUW, codepXallMxcsi B MpeacTaBreHHbIX
3as8BUTENEM [OKYMEHTaX, YNONHOMOYEHHbIN (pefepanbHblii opraH MCMOMHUTENbHOW BNacTy HanpaBnsieT 3asBUTENHO
3anpoc 06 YTOYHEHMM yKasaHHbIX cBeAeHU. [JaHHbIN 3anpoc MoXeT ObiTb NnepedaH yrnornHOMOYEeHHOMY NpeacTaBUTENto
3as8BUTENS JIMYHO MO PacrvCKy, HamnpasneH Mo nodTe 3aka3HbiM MUCbMOM WK MNepedaH B 3MEKTPOHHOW dopMe Mo
TENEeKOMMYHUKaLMOHHLIM KaHanam cBsisu. B criyyae HanpaBrieHust 4aHHOro 3anpoca rno noyte 3akasHbiM MUCbMOM OH
cYMTaeTCcs NONy4YeHHbIM MO UCTEYEHUM LLECTM OHEN C AaTbl HanpaBneHus 3akasHoro nucbma.

5. 3asBuTenb 06513aH NpeacTaBMTb OTBET Ha 3anpoC YMNOMHOMOYEHHOro deaepanbHOro opraHa UCMONHUTENbHOM
BMacTv, yKasaHHbll B 4acTu 4 HacTosilen cTaTbW, B CPOK, He NpeBbllLaloWwniA AeBAHOCTa pabounx OHen co OHA
nonyyeHus AaHHoro 3anpoca. Cpok, ykasaHHbIi B 4YacTu 3 HacToswew cTaTbu, MPUOCTaHaBMMBAETCH CO AHSA
HanpaeneHnss 3asBUTEMIO 3anpoca YNOMHOMOYEHHOro deaepanbHOro opraHa MWCNOMHUTENbHOW BRAactTM A0 AHA
nony4yeHns M oTBeTa Ha AaHHbIN 3anpoc.

6. OcHoBaHveM Ons OoTkasa B BO30OHOBMEHWM rOCYAapCTBEHHOW perncrpauum GroMeguumMHCKOro KIeTOYHOro
npogyKTa M NPOBEAEHUN YKa3aHHbIX B YacTuM 1 HACTOSLLEN CTaTbW 3KCMEPTU3 SBMSETCS NpeAcTaBneHne OOKYMEHTOB,
yKas3aHHbIX B YacTax 1 n 2 HacTosien ctatby, B HEMOMHOM OObeMe, HenpeacTaBreHne 3asiBUTENeM B YCTAHOBIEHHbIN
CPOK OTBETa Ha YKa3aHHbIN B 4acTu 4 HacTosillend cTaTbW 3anpoc YMNOMHOMOYEHHOro denepanbHOro opraHa
WCMNONMHUTENBHOW BnacTu nmbo OTCYTCTBUE B NpenctaBrieHHbIX OOKYMEeHTax ucyepnbiBaloLWero nepe4yHsa HGOﬁXO,D,I/IMOVI
MHpopmaumn, KoTopas OOSPkHa OblTb OTpaXeHa B HUMX, a Takke OTCYTCTBME MHGOpMauuMu, nogTeepxaarwlen dakt
ynnaTbl rOCygapCTBEHHOM MOLUMMHbI 3@ MNpPOBEAEHWe 3KCNepTusbl 3(PPEKTUBHOCTU OMOMEOWNLIMHCKOTO KIETOYHOro
npogyKkTa W 3KCMNepTu3bl OTHOLLEHWUS OXMOAEMOW Momfb3bl K BO3MOXHOMY PWUCKY NPUMEHEHUsT OUOMELMLUHCKOro
KNeTo4YHOro NpoAyKTa Npu rocyaapCTBEHHON perncrpaumnm GuoMeanLmMHCKOro KNeTouHOro npoaykra.

7. Jkcneptnsa achHeKTMBHOCTM OBMOMEONLIMHCKOTO KNETOYHOrO NMpogykTa U 3KCMepTM3a OTHOLLUEHUSA OXMAaeMOW
Nonb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS BUOMEOMNLIMHCKOrO KNETOYHOro NPoayKTa, B OTHOLLEHUN KOTOPOro NpoBeaeHb!
MexayHapogHble MHOroueHTpOBble KIMUMHMYEeCKne wuccnengoBaHuAa, 4acCcTb W3 KOTOPbIX MNpoBeaeHa B Poccuinckon
depepauun, oCyLLECTBMASIIOTCA HA OCHOBAHUM AOKYMEHTOB, yKa3aHHbIX B MyHkTax 1 - 6, 8, 9, 12 n 13 yactn 2 ctatbn 9
HacTtosiwero PefepanbHOro 3akoHa, B CPOK, yKa3aHHbIA B YacTu 1 HacTosILen cTaTbu.

Ctratba 19. lMoBTOpHOE npoBeAeHMe OMOMEAMLMHCKOM IKCNEepTU3bl OUOMEAULIMHCKOTrO KIeTOYHOro
npoAaykta u (Unn) 3TU4ECKON IKCNEepPTU3bl

1. B cnyvyae Hanuuns B 3aKMOYEHUN KOMUCCUU 3IKCMEPTOB IKCMEPTHOrO YYpexXOeHWs Unu coBeTa Mo 3TUKe
NPOTUBOPEYMBLIX AaHHbIX, HEOBOCHOBAHHBLIX U (UNKN) HEMOMHBLIX BbIBOAOB, dhanbcudukauum BbIBOAOB BMOMEeaULIMHCKON
3KCMepTM3bl BUOMEAMLMHCKOIrO KNETOYHOro NPoAyKTa M (UNn) STUYECKOW IKCMEepTU3bl, COKPbITUS OT YMOSTHOMOYEHHOTO
heaepanbHOro opraHa MWCMOMHWUTENbHOW BNacTM OCHOBaHWMW Ans OTBOAA 3KcnepTa BCNeACTBUE €ro
3aMHTEepecoBaHHOCTM B pesyrnbratax COOTBETCTBYIOLLEN 3KCMepTUsbl, HanMuuMs AaHHbIX O MPSAMOM MO0 KOCBEHHOM
BMeLlaTenbLCTBE B MPOLIECC COOTBETCTBYIOLLEN SKCNEepTU3bl fvL, HE y4acTBYIOWMX B €€ MNPOBEAEHUWN, HO OKa3aBLUMX
BMMSIHAE Ha NpouecCc W pesynbratbl €e NPOBeAeHUs, YMNONMHOMOYEHHbIM eaepanbHbiM OpraHOM WUCMOMHUTENbHON
BMacTu HasHa4yalTCs MOBTOpHas OuomeauumHcKas akcneptnsa 6MOMeguUMHCKOrO KMEeTOYHOro npogykta u (Mnm)
MoBTOpHas 3Tuyeckas akcneptuda. O6beM MOBTOPHOW SKCNEpTM3bl ONpedensercs YNofHOMOYEHHbIM heaeparnbHbIM
OpraHOM UCMOMNHUTENbHOW BRACTW.

2. lMoBTopHas 6vomeauUMHCKas 3KcnepTusa GUOMEOWMLIMHCKOTO KMETOYHOro MpoAyKTa MPOBOAMTCS B CPOK,
YCTaHOB/EHHbIN YNONTHOMOYEHHBIM hefeparibHbIM OpraHoM UCMOMHUTENBHON BNacTu 1 He MpeBbILLatoLLMiA cTa paboumnx
[Hel Co OHSA MNoNny4YeHUs: 3KCNepTHbIM yUYpexaeHeM 3afaHns Ha NpoBeaeHWe NOBTOPHON GUOMEANLIMHCKON SKCNepTU3bI
BGUOMEOULIMHCKOIO KNETOYHOro NpoAyKTa, a NOBTOpHAas 3TUYEecKas SKCrepTusa - B CPOK, He MpeBbILLaloLLImMi NATHaALATH
paboymnx aHel Co AHS NoMyyYeHns COBETOM Mo dTUKE 3afaHus Ha NpoBedeHe NOBTOPHOM 3TUYECKON SKCMNEPTH3bI.

3. DKcnepTbl KOMUCCUM IKCTIEPTHOMO YUPEXOEHUS U YNeHbl COBETA MO 3TMKE, B OTHOLLEHWUN KOTOPbIX YCTAHOBIMEHbI
06CTOATENbCTBA, YKa3aHHble B YacTu 1 HACTOSILLEeR CTaTbK, He AOMNYyCKalTCs K MPOBEAEHNI0 MOBTOPHbLIX 3KCNEPTU3.

4. ®uHaHcoBoe obecnedeHne npoBefeHNA MNOBTOPHOM OMOMEAUUMHCKOW 3SKCnepTu3bl OMOMEAMLMHCKOro
KNETOYHOro MpPOAYKTa OCYLLECTBIISAETCA 3a CYET CPeAcTB, MOMYYEHHbIX SKCMEPTHbIM YYpPEXOEHMEM OT MPUHOCSLLEN
[OXOA AeATenbHOCTH.

CtaTbs 20. PewieHue o rocy,qapCTBeHHoﬁ perncrpauumm 61MoMeaNLMHCKOro KNeTOYHOro npoaykra

1. B CpPOK, He I'IpeBbILIJaPOLLI,VIﬁ nATn pa60l-w|x OHen co AH4 nony4eHunA 3aK4YEHNI  KOMUCCUN 9KCNnepToB
OKCNEepTHOro y4pexaeHnda no pesyrnbrataM 3KCNepTubl Sd)(beKTI/IBHOCTVI OMOMEANLIMHCKOIO KNeTOYHOro npoaykrta u
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9KCNEepPTNU3bl OTHOLLUEHUA OXngaemonm nosnb3bl K BO3MOXXHOMY PUCKY MNPUMEHEHUA OMOMEONLMHCKOIO KIETOYHOro
npoayKTa, yﬂOJ'IHOMOLIeHHbIIZ cbep,epaanbn?l opraH NCMNOMHUTENbHOW BNACTU:

1) OoCyLlecTBndAeT OUEeHKY NOCTynuBLUNX 3aK4YeHNn No pe3ynbrataM npoBefeHUA YKa3aHHbIX 3KCnepTtus and
onpeaerneHna cooTBeTCTBUA 3TUX 3aKMYeHN 3adaHNI0 Ha npoesefeHne ykasdaHHbIX 3KCNepTus;

2) NPpUHNMaET pelueHne o FocyﬂapCTBeHHOIZ perncrtpaunm O1MOMEeaNLIMHCKOrO KIETOYHOro npoaykKTa unn 00 oTkase
B rocy,qapCTBeHHoﬁ perncrtpauunmn OGMOMEANLIMHCKOIO KNETOYHOro NpPOAYKTa;

3) BHOCWT MpU MPUHATAM pELLIEHMS O FoCyOdapCTBEHHOW perMcTpaumMn G6MoMeanLMHCKOrO KIeTOYHOro npoaykTa
[aHHble O 3apPerncTpPMpPOBaHHOM GUOMEAMLMHCKOM KNETOYHOM MPOAYKTE B rocyAapCTBEHHbI peecTp BromMeanLMHCKMX
KMETOYHbIX MPOAYKTOB U BblAaET 3asBUTENIO PErncTpaLnoHHOe ya0CTOBepeHne BUOMEANLIMHCKOrO KNETOYHOro NpoaykKTa,
chopma KOTOpOro yTBepxaaeTcsl YyNoiHOMOYEHHbIM defeparibHbIM OpPraHOM WCMONMHWUTENbHON BracTu, COrfacoBaHHbIe
cneunduKaumio Ha BMOMeaNLMHCKMIN KNETOYHBIA NMPOAYKT, MHCTPYKUMIO MO NMPUMEHEHUIO BMOMEONLIMHCKOIO KIETOYHOo
npoayKTa, HOPMaTUBHYHO JOKYMEHTaLMI0 Ha BMOMeONLUMHCKMIA KNETOYHbIR NPOAYKT UMK B Criy4ae NPUHATUSA pelueHns oo
OTKase B rocygapCTBEHHON perncrpaumm GUMOMEaMUMHCKOrO KIEeTOYHOro NpoAdykTa yBegomnsieT 06 3TOM B NMMCbMEHHOM
opMe 3aABUTENS C yKasaHWMEM NMPUYMH TaKoro oTkasa.

2. OcHoBaHVeM Ans NPUHATMS YNOMHOMOYEHHbIM dbefeparnbHbIM OpraHOM UCMOMHUTENbHOM BNacTh pelueHust o6
OTKase B TrOCyAapCTBEHHOM perucTpauunm 6MOMeOULMHCKOrO KMeTOYHOro MpoAdyKTa SBMSIeTCA BblHECEHHOE MO
pesynstaTtam 3KCMepTu3, ykasaHHbiX B Yyactu 1 ctatbu 18 HacTosiwero degepanbHOro 3akoHa, 3akitovyeHue KOMUCCUn
9KCMEPTOB 3KCMEPTHOTO YYPEXOAEHUs O TOM, YTO 3(MEKTUBHOCTb PErMCTPUPYEMOrO GUOMEOMLIMHCKOTO KIIETOYHOro
npoaykTa He MOATBEPXAEHa MOMyYEeHHbIMW AaHHBIMU UMW PUCK MPUYMHEHUS Bpeda 340POBbI0 YeroBeka BCreAcTBUe
npuUMeHeHns1 BUOMEANLIMHCKOIO KNETOYHOrO NpoayKkTa npeBbillaeT 3deKTUBHOCTb Ero NPUMEHEHUS.

CtaTbs 21. PeructpaunoHHoe yaoctoBepeHne 6MoMeaULIMHCKOro KIeTOYHOro nNpoayKra

1. PeructpauuoHHoe yaocTtoBepeHne HGUoMeauLUHCKOrO KNEeTOYHOrO MpoaykTa Ha BrepBble perncTpupyembliin B
Poccunckon ®egepaumm GnomeanumMHCKIA KNETOUHbIA NPOAYKT BbI4AETCA CO CPOKOM OENCTBUSA MNATL JET.

2. Tlo wncTeyeHUM ykasaHHOro B 4YacTu 1 HacCTosWEen CcTaTbW CpOKa CPOK [OEWNCTBUS PEerMcTpaumoHHOro
YAOCTOBEPEHNST BUOMEONLIMHCKOIO KIETOYHOro NpoAyKTa NPOAMEeBaeTCs Kaxable NATh FIET NPU YCNOBUM NMOATBEPXKAEHWS
€ro rocygapCTBEeHHON permcrpaumm.

3. B cnyyae BHeceHuss B COOTBETCTBUM CO cTaTbelt 23 HacTtosiwero degepanbHOro 3akoHa B [JOKYMEHTHI,
coaepxaliuecs B perMcTpaLUMoHHOM I0Cbe Ha 3aperncTpupoBaHHbIi GUOMEOULIMHCKMIA KNETOUHbIN NPOAYKT, U3MEHEHUN,
3aTparvBaloLyX CBEAEHUS, OTPaXXeHHble B PErMcTpaUMoHHOM YOOCTOBEPEHUM BMOMEAMLMHCKOrO KIIETOYHOro NpoaykKTa,
YMOSTHOMOYEHHbIN (befepanbHbIA OpraH MCMONHUTENBHOW BNAacTu BblAAaeT HOBOE PErMcTpauMoHHOe YOOoCTOBEpeHue
GUoMeaNLIMHCKOrO KNEeTOYHOro NPOAYKTa C y4ETOM U3MEHEHWIA.

4. 3a Bblgayy perucTpaumoHHOro yaoCTOBEpeHUs OUMOMEAMLMHCKOro KNeTovyHOro npoAyKTa B3MMaeTcd
rocygapcTBeHHas noLufvMHa B pasMepe 1 nopsigke, KoTopble YCTaHOBMEHbI 3akoHoaaTenscTBoM Poccuiickon ®enepaunm
0 Hamnorax u cbopax.

5. OpraHusaums, Ha UMA KOTOPOWM BblOaHO PEervcTpauMoHHOe YAoCToBepeHue BGMOMEAMLMHCKOro KMeTOYHOro
npoaykTa, ABNSeTcA BnafenbLeM perMcTpaLnuoHHOro YaocToBepeHust GUoMeanLIMHCKOro KNeTo4YHOoro NpoaykTa.

6. B cnyyae yTpatbl Wnu MOBPEXOEHWS PErNCTPaLMOHHOINO YAOCTOBEPEHUS GUOMEAMLMHCKOrO KIEeTOYHOo
npoayKTa no NUCbMEHHOMY 3asiBNeHVI0 Brafenbla PerncTpauyoHHOro YA0CTOBEpeHUsT BUOMEOQULIMHCKOTO KIETOYHOro
npoayKTa Mnu ynonHOMOYEHHOIro MM fvua o Bblgade Aybnukarta permctpauyoHHOro YAOCTOBEPEHUs] G1oMeaNLIMHCKOTO
KNeTOYHOro npopaykTa YMNOfHOMOYEHHbIN heaeparnbHblii opraH UCMOMHUTENbHOM BNacTM B CPOK, HE NpeBblLLatoLui
aecAaTtu pa60LWIX ,CI,HeI7I CO OHA NOCTynNieHUA TaKoro 3adBlieHudA, BblOaeT p,y6nvn<aT perncTpaumoHHOro ygocrtoeepeHua
OMOMEeLMLMHCKOrO KNEeTOYHOro nNpoaykra. 3a Bblgady gaybnukara permctpauuoHHOro YAOCTOBEpEHUs OMOMEANLIMHCKOro
KMETOYHOro MpoayKTa B CBSI3W C yTpaTOM UMW MOBPEXAEHWEM OaHHOMO PerncTpauMoHHOIO YAOCTOBEPEHUS B3MMAaEeTCs
rocyapCTBeHHas NoLunHa B pa3Mepe 1 nopsigke, KoTopble YCTaHOBMEHb! 3aKoHoaaTenscTBoM Poccuiickor ®egepaumm
0 Hanorax u cbopax.

Cratbf 22. I'Io.qTBepx(.quMe rocy,qapCTBeHHoﬁ perncrtpauumum 6MoMeaULMHCKOro KNeToYHoro npoaykKra

1. MNoaTBepxaeHNe rocyqapCTBEHHOM perncrpauum GMoMegMUUHCKOrO KNeTOMHOro NpoayKTa OCyLLEecTBSeTCs Npuy
Bblgadye pPermcTpauuoHHOro yaocToBepeHus GMOMEANLIMHCKOro KNEeTOYHOro npoykTa B Criyyae, ykasaHHOM B yacTtu 2
ctatbn 21 HacTodAwero PegepanbHOro 3akoHa, B CPOK, HE MpeBbILLaoLWMA AeBSHOCTA pabounx AHEN CO OHS NonyvyeHus
YMNONMHOMOYEHHBbIM dhefieparnbHbiM OpraHOM UCMONHUTENbHOW BNacTW 3asiBNeHVs1 O NOATBEPKOAEHUN FOCY4apCTBEHHOM
perucrtpaumm 6MoMeanNLMHCKOrO KNETOYHOro NpoayKTa C ykasaHMEM B HEM PEKBU3UTOB AOKYMEHTa, NOATBEPXKAAIOLLErO
ynnaTy rocyaapCTBEHHOW MOLUMMHBLI 3a NOATBEPXAEHME roCyAapCTBEHHON perMctpaunm 6MoMeauUmMHCKOro KeTo4HOro
npoaykra.

2. I'Io;:|,TBep>|<,1:|,eH|/|e rocy,u,apCTBeHHoﬁ perncrtpauunm BromeaMUNHCKOro KNeTo4Horo npoaykTa ocCyuwlecTBnAeTCcd no
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pesynstaTtaM 9KCMepTM3bl OTHOLUEHUSI OXWOAEMOW MoMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS GUOMEOMLIMHCKOIO
KNEeTOYHOro NpoaykTa, NPOBOAMMOW Ha OCHOBaHWUM AaHHbIX MOHUTOPMHra 6e30nacHoCTU GUOMEAMLMHCKOTO KIeTOYHOro
NpoayKTa, OCyLIEeCTBNSEeMOro BnaaenbLeM perncTpaunoHHOro yaocToBepeHns GUOMEANLIMHCKOrO KNETOYHOro npoaykTa
N denepanbHbIM OpraHOM WCMOMHWUTENbHON BMAcTW, OCYLLUECTBMAALIMM (YHKLMX MO KOHTPOMIO U Haasopy B cdepe
34paBoOXpaHeHusi, B COOTBETCTBUM cO cTaTbel 41 HacTosiero ®efepanbHOro 3akoHa, a Takke 3KCMepTU3bl KayecTsa
G1OMEONLIMHCKOIO KIEeTOYHOro NpoayKTa, NPOBOAMMON B Cllydae BHECEHUSI U3MEHEHWI B HOPMAaTMBHYIO JOKYMEHTaLMIO
Ha BMoOMeONLMHCKMI KNETOYHBbI NPOAYKT.

3. K 3asBneHnio 0 NoATBEPXAEHUM FOCYyAapCTBEHHOW perncTpaumm GUOMEOUUMHCKOTO KMETOYHOro MpoayKTa
npunaralTcs OOKYMEHT, codepaluumi pesynbTaTbl MOHMTOpMHra 6Ge3onacHocTn 6GMoMeaMUMHCKOro KreTo4YHOro
npogyKkTa, OCyLLEeCTBNSIEeMOro BnajenbLeM perMcTpaumoHHOro YA40CTOBEPEHMST BUOMEANLIMHCKOIO KIETOYHOMO NPOAYKTa,
no dopme, yCTaHOBIEHHON YMNONHOMOYEHHbIM (oeeparnbHbIM OpraHOM UCMONMHUTENbHOW BAACTK, U KONUS NIMUEH3UKN Ha
OCYLLIECTBINEHME AEeATENBHOCTU MO NPOM3BOACTBY OMOMEAULIMHCKMX KIETOUHbIX NPOAYKTOB.

4. HopmaTuBHasi JOKyMeHTauUMsl Ha GUOMEAUUMHCKUIA KNETOYHBIA MPOAYKT, MPOEKT MHCTPYKUMU MO NMPUMEHEHUIO
GMOMEeOULMHCKOTO KIMEeTOYHOro MnpoAaykTa, NPOEKTbl MaKeTOB NEepBUYHOW YMaKOBKA U BTOPWYHOW YMNaKOBKU
G1OMEeULIMHCKOrO KIIETOYHOrO MPoAyKTa NpunaratTcst K 3asiBNIeHV0 0 MOATBEPXAEHUW FOCYAapCTBEHHON perncTpaumm
G1OMEULIMHCKOrO KIIETOYHOTO NPOAYKTa TOMNbKO B Cyyae, eCnu B HUX BHOCSITCS! UBMEHEHUS.

5. C 3asiBneHnem O MNOATBEPXKAEHWWN TOCYAAPCTBEHHOW perncrpauun OMoMeamuUMHCKOrO KIETOYHOro MpoayKTa
BrageneLl pPerncTpalMoHHOro yAOCTOBEPEHUS OUOMEAMLIMHCKOrO KIeTOYHOro npodykTta BrpaBe MNo CcobCTBEHHON
WHUUMATMBE NpPEeACTaBUTb [AOKYMEHT, MOATBEPXAAKLWMIA Yynnaty rocyAapCTBEHHOW MOLWMMHbLI 3a MNOATBEpXOeHue
rocydapCTBEHHOW perucTpaumy OGMoMeanUMHCKOro KNeTodHOro npogykta. B cnyyae HenpegcTtaBneHus ykasaHHOIoO
OOKYMEeHTa YMNOMHOMOYEHHbIN dedepanbHbIi OpraH MWCMOMHUTENbHOW BAAcTUM Ha OCHOBAaHUW MNPEACTaBIEHHbIX
BragenbuemM perncTpauuoHHOrO YAOCTOBEPEHMS OMOMEOMLMHCKOrO KIETOYHOrO MpodyKTa PEeKBU3UTOB YKa3aHHOIo
OOKyMeHTa npoBepsieT akT ynnatbl roCyAapCTBEHHOW MOLWWMMHbBI C WUCMONb30BaHWEM uHdopMaumn o6 ynnate
rocyfapCTBEHHbIX MOLUMNWUH, copepxallenca B FocygapCTBeHHOW WMHEOPMAaLMOHHOM CUCTEME O rOCY4aPCTBEHHBLIX U
MYHMLMMNAnNbHbIX Narexax.

6. B TeyeHve pecAtM paboumx OHeW CO OHA NPUHATUS 3asBNEHUs O MOATBEPXAEHWM [OCYAapCTBEHHOM
permctpaumm OGUOMEAMLIMHCKOIO KMETOYHOro MPOAyKTa W AOKYMEHTOB, YyKa3aHHbIX B 4acTu 3 HacTodAwewn cratbw,
YNOSIHOMOYEHHbIN hefeparnbHbIi OpraH UCMOMHUTENbHOW BNAcTU:

1) NPOBOAMT MPOBEPKY MOSHOTbI M JOCTOBEPHOCTM CBEAEHUI, codepXaluxcs B MpPeacTaBreHHbIX 3asiBUTENEM
AOKYMeHTax;

2) HanpaBensieT B deaeparnbHbIi OpraH UCMNOSIHUTENBHOW BRacTW, OCYLLECTBNALWMIA (OYHKUMM MO KOHTPOMO U1
Hag3opy B cdepe 34paBOOXpaHEHWHA, 3anpoc O NpeacTaBNeHUU pe3ynbTaTOB MOHUTOpPMHra 6e3onacHocTu
BGUOMEANLIMHCKOrO KNETOYHOIo NpoayKTa, KOTOPLIN AOMKEH ObiTb UCMOMHEH B TEYEHWE NATUM paboumx OHEW CO OHSA ero
nonyvYeHuns;

3) NpuHMMaET pelleHne O NpoBedeHUM Unn 06 oTkase B NPOBEAEHWUMN IKCNEPTU3bl OTHOLLEHUS OXMAAEMOW Nob3bl
K BO3MOXHOMY PUCKY MPUMEHEHMsI GMOMeOMLMHCKOro KMEeTOYHOro npoaykra, a Takke OKCNepTusbl KadecTsa
OG1OMEAULIMHCKOIO KIEeTOYHOro NpoayKTa, NPOBOAMMON B Clydae BHECEHUSI M3MEHEHWI B HOPMATMBHYIO JOKYMEHTaLMIO
Ha BMoOMeaNLMHCKMI KNETOYHBIA NPOAYKT;

4) yBegoomnsieT B MUCbMEHHOW chopme Brnagesnbla PerMcTpaurMoHHOro YAoOCTOBEepeHus 6GrMomeauumHCKoro
KMETOYHOIo MpoayKTa O MPUHSATOM peLleHun (B criydyae NpUHSTUSA pelleHusl 06 oTkase B NMPOBEOEHUM COOTBETCTBYIOLLEH
3KCMEepTU3bl C yKazaHWEM NPUYNH TaKoro oTkasa).

7. B cnyyae BbISIBNEHUS] HEMOSHOTHI WM HEOOCTOBEPHOCTM CBEOEHWIA, coaepXkaluMxcs B MpeacTaBreHHbIX
BnagenbLeM pPerncTpauuMoHHOro YyAOCTOBepeHUss GMOMEeAULMHCKOro KNeToYHOro npoaykTa [OOKyMeHTax,
YNOMTHOMOYEHHbIN (efeparnbHbld OpraH UCMOSIHWUTENBHOW BacTuM HanpaenseT Bnagesnbly PerMcTpaluoHHOro
yOOCTOBEPEHUS BGUOMEANLMHCKOrO KNETOYHOro NpoayKTa 3anpoc 06 YTOMHEHWM yKasaHHbIX cBegeHui. [JaHHbIN 3anpoc
MoXeT OblTb nepefaH YMNofIHOMOYEHHOMY MpeAcTaBuUTENto Bradenbla pPerucTpauuoHHOro YyOoCTOBEpPEeHUs
GYOMEANLIMHCKOIO KIETOYHOro NpoAdykTa NIMYHO Nog pacrnucky, HanpaeneH Mo noyTe 3aka3HbIM NMCbMOM WY NepeaaH B
3MeKTPOHHON (hopMe Mo TENEeKOMMYHUKALMOHHBIM KaHanam cBA3W. B crniyyae HanpaBneHus gaHHOro 3anpoca no noyre
3aKa3HbIM MMCbMOM OH CUYMTaETCS NOSyYEeHHbLIM MO UCTEYEHWM LIECTU AHEe ¢ AaTbl HanpaBneHWs 3aka3Horo nNucbmMa.

8. Bnageney peructpauMoHHOro yaoCToBEpPEHNUs BUOMELMLMHCKOIO KIETOYHOro npopykta 06s3aH npeactaBuTb
OTBET Ha 3anpoc yrnormHOMOYEHHOro efepanbHOro opraHa UCMOMHUTENBHOW BNACTW, YKa3aHHbIA B YacTu 7 HaCTOSLLEN
cTaTbM, B CPOK, HE MPEBLILAKLLMIA AEBAHOCTA pabounx AHEN CO AHS NonyvyeHus gaHHoro 3anpoca. Cpok, yKasaHHbIA B
yacTu 6 HacTosiLen cTaTby, MPUOCTAaHABMNMBAETCH CO AHA HanpaBneHus Bnagernbly perncTpauuoHHOrO yaoCTOBEPEHNS
OMOMEANLIMHCKOro KNETOYHOro NpoAdyKTa 3anpoca ynonHOMOYEHHOro doegeparnbHOro opraHa UCNofHUTENbHOW BNacTu 4O
OHA nonyyeHWs MM OTBETa Ha [daHHbI 3anpoc W He YYUTbIBAEeTCA MNpW UCYUCMEHUM CpoKa noaTBepXAeHUS
rocyfapCcTBeHHON perncTpauunm GMomMeanLmMHCKOro KNeTouHOro NpoayKra.

9. OcHoBaHMeM Ons OTkasa B npoBegeHnn 3KCnepTu3bl OTHOLLUEHUA oXngaemonm nonb3bl K BO3MOXXHOMY PUCKY
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NpUMeHeHns1 GMOMEOULIMHCKOTO KNETOYHOro MpoAykTa M (UnM) 3KCnepTu3bl KayecTBa GMOMeOMLMHCKOTO KIETOYHOro
npoaykTa ABNseTcs NpefacTaBneHne JOKYMEHTOB, YKa3aHHbIX B YacTsx 1, 3 U 4 HacTosLLEeN CcTaTby, B HEMOIHOM 06beMe,
HenpeAcTaBneHWe B YCTAHOBMEHHbLIA CPOK OTBETA Ha YyKasaHHbli B 4acTu 7 HacTosdleih cTaTbM 3anpoc
YNONMHOMOYEHHOro (peiepanbHOro opraHa MCMOMHUTENBHOM BRacTy NMB0 OTCYTCTBUE B MPEACTaBMEHHbIX AOKYMEHTax
McYepnbiBalOWNX CBEAEHMUIN, KOTOpble [AOMKHbl ObiTb OTpaXeHbl B HMX, a Takke OTCYTCTBME WHGOpMauuu,
noAgTBepXaawLen ynnaty rocygapCTBEHHOM MOLWIMWHBI 3a NOATBEPXXAEHMEe rocyAapCTBEHHOM perucrTpaunu
G1OMEONLIMHCKOIO KIIETOYHOro NpoayKTa.

10. DKcnepTn3a OTHOLLIEHNS OXXMAAEMOW NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS1 BUOMEANLMHCKOO KINETOYHOIO
npogykta u (Mnu) aKkcnepTusa kadecTBa OMOMEOMLIMHCKOTO KMETOYHOro npodykTa MpPOBOASITCA Ha OCHOBaHUU
OOKYMEHTOB, YKa3aHHbIX B YacTsax 3, 4 1 nyHkTe 2 YacTu 6 HacTosiLel cTaTbk, B NOpsiaKe, YCTAaHOBNEHHOM cTaTbsimmn 15
n 18 Hactoswero PegepanbHOro 3akoHa, ¢ y4eTOM CpoKa, yKa3aHHOro B YacTu 1 HacTosLEN CTaTbu.

11. OcHoBaHveM AN MpUHATMSA pelleHus o6 oTkase B NOATBEPXOEHWM T[OCyOapCTBEHHOW perncTpaumm
BUOMEANLIMHCKOrO KMNETOYHOro NPOoAyKTa SIBMSIETCS BblHECEHHOE MO pe3ynbrataM 3KCNepTu3, yKasaHHbIX B 4actu 2
HacTosLeNn cTaTbW, 3akro4eHVe KOMMWUCCMM 3IKCMEePTOB SKCMNEPTHOrO YYpexaeHus O TOM, YTO KayecTBo u (Mmu)
3 PeKTMBHOCTb OMOMEOULIMHCKOrO KIEeTOMHOro NpodyKTa He MOATBEpXAeHbl MOMyYeHHbIMU AaHHbIMUA WU (Mnn) pUCK
NPUYUHEHNs Bpeda 340POBbI0 YerioBeka BCneacTBue npuMeHeHns GMoMEeaMLMHCKOrO KNEeTOYHOro npoaykra npesbiuaet
€ro a(pPeKTUBHOCTD.

12. B nepvon npoBedeHus npoueaypbl NOATBEPXAEHWS TOCyAapCTBEHHOW pernctpaumn 6uomMenmnumMHCKOro
KneToyHoro npogykrta ero obpatieHne B Poccuiickon ®egepaumm npoaormnKaeTcs.

Ctatba 23. BHeceHMe u3MeHEeHWM B [OKYMEHTbl, coepXaluecsa B pPerucTtpaumoHHOM [OCbe Ha
3aperMcTpupoBaHHbIN GMOMEeAULIMHCKNUN KIeTOYHbIM NPOAYKT

1. B uenax BHecCeHUs U3MEHEeHWN B [OOKYMEHTbl, codepXaliMecsas B peructpauuMoHHOM [oCbe Ha
3aperncTpMpoBaHHbIi GMOMEAVLUMHCKMIA KINEeTOYHbIN NpOoAYKT, Bradenel perncTpauuoHHOro yOooCTOBEPEHMS
GUOMEONLIMHCKOIO KIIETOYHOro MpoayKTa NpefcTaBnsieT B YMNOMHOMOYEHHbIM dhedeparnbHblii opraH WCMONHUTENbHOM
BNacTu 3asBlieHNe O BHECEHWM TakUX M3MeHeHWn Mo dopme, YCTAHOBIEHHOW YMONMHOMOYEHHbIM deaeparnbHbIM
OpraHoM WUCMOMHUTENbHOW BMAacTH, U NPUMOXEHHbIE K HEMY U3MEHEHUSI B YKa3aHHble AOKYMEHTbI, a Takke A0KYMEHTbI,
noATBepXaalLie HeobXoANMOCTb BHECEHUS TaKUX U3MEHEHUIA.

2. BbuomeauuMHcKas aKcrnepTusa GUOMEOMLMHCKOrO KMeTOYHOro MNpodykTa B 4acTuM 9KCMepTMabl KadecTsa
G1OMEAULIMHCKOIO KIETOYHOTO NMPOAYKTa, U (Mnn) akenepTu3abl 3DPeKTUBHOCTV BUOMEOULIMHCKOTO KITETOYHOTO NMPOAYKTa,
N (MNn) aKCNepTU3bl OTHOLLEHUSI OXUAAEMOW NOSIb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs] BMOMEONLMHCKOrO KIETOYHOro
npoayKTa NpoBOAMUTCA B Cryyae BHECEHUS! U3MEHEHWI B JOKYMEHTbI, codep)Xalluecs B permcTpauuoHHOM AOCbe Ha
3aperncTpupoBaHHbIi BUOMEAULIMHCKUIA KNETOYHbIN NPOAYKT, B OTHOLLEHWUN:

1) cBedeHWn, ykasaHHbIX B WHCTPYKUMM NO MNPUMEHEHWMIO OMOMEOMLUHCKOro KIEeTOYHOro npoaykra w
npegycMOTPeHHbIX nognyHkTamu "e" - "n" nyHkTa 13 yactu 2 ctatbu 9 HacToswero ®egepansHOro 3aKoHa;

2) MecCTa nNnpon3BoacTBa OMOMEANLIMHCKOrO KNETOYHOro NPOAYKTa;

3) nokasartenen kadectBa U (I/IJ'IVI) MEeTOAO0B KOHTpOJA KadecTBa O1MOMEeaMLIMHCKOrO KMEeTOYHOro npoAYyKTa,
coaepxawunxcd s HOpMaTMBHOIZ OOKYyMeHTauun Ha BromMeoMUNHCKUI KNETOYHbIN nNpoayKT;

4) CpoOKa rogHoCTn OGMOMEeaNLIMHCKOrO KNETOYHOro npoAyKTa.

3. Bnageney pernctpaumMoHHOro yaocToBepeHs GMoMeaMLMHCKOrO KIETOYHOrO NpodyKTa Hapsay C 3asiBreHneM 1
OOKYMEHTaMW, yKasaHHbIMU B YacTW 1 HacTosilen cTaTbu, NpeacTaBnseT PekBM3UTbl JOKYMEHTA, NOATBEPXAatoLero
ynnaTy rocygapCTBEHHOW MOWMHBLI 3a BHECEHWe B [OKYMEHTbI, codepxallmecss B PerucTpaumoHHOM [OCbe Ha
3aperMcTpupoBaHHbIi BOMEOULMHCKUI KNETOYHbBIN NPOAYKT, U3MeHeHun, Tpebywmnx npoBegeHns GuomeavLMHCKON
3KCMepTM3bl BMOMEAMUMHCKOTO KNETOYHOro MnpoayKkTa, WM PekBU3MTbl AOKYMEHTa, MOATBepXKAaloLwero ynnarty
rocyfapcTBEeHHOW MOLWIMHbI 3a BHECEeHMe B [OKYMEHTbl, cojepXaluecs B perucrtpaunmoHHOM [oCbe Ha
3aperncTpupoBaHHbIvi BMOMEOULIMHCKMIA KNETOYHbBIN NPOAYKT, U3MEHEHWN, He TpebyoLmx npoBeaeHnst GUoMeauLIMHCKON
3KCNepTu3bl BGMOMEOMUMHCKOrO KMEeTOYHOro npoaykTta, nNubo BhApaBe MNpPeAcTaBUTb YKa3aHHble AOKYMEHTbl Mo
cobcTBeHHOM uMHUUMaTMBe. B cnyyae HenpeactaBneHus BnagenbueM peruMcTpauMoHHOro YAOCTOBEPEHUs
GMOMEANUNHCKOTO KINEeTOYHOro MpOAYyKTa YKa3aHHbIX AOKYMEHTOB YMOMHOMOYEHHbIN defepanbHbli OpraH
NCMNOSTHUTENBLHOWN BracTu NpoBepsieT akT ynnatbl rocyfapCTBEHHON MOLUNHBI HA OCHOBAHUW PEKBU3MTOB [JOKYMEHTA,
noaTBepXKaaloLLero ee ynnary, C MCNonb3oBaHveMm MHdopMauny ob ynnate rocyaapCTBEHHbIX MOLUMWH, CoaepKallencs
B [ocynapcTBEHHON MHOPMALIMOHHOW CUCTEME O rOCY4AaPCTBEHHBIX 1 MyHULUMNANbHbIX NnaTexax.

4. B TeyeHue naATM paboumx OHEN CO AHS MOCTYMMEHWs yKasaHHbIX B YacTuM 1 HacTosien ctaTby 3asiBNEHUS U
OOKYMEHTOB YMNOMHOMOYEHHbIN hefeparbHbIi opraH MCNOMHUTENBLHOW BNacTu:

1) npoBoAMNT NPOBEPKY MNOJNTHOTbl U OOCTOBEPHOCTU cBedeHun, coaepxawmxca B npeacrtaBfieHHbIX Briagenbuem
perncTpaumMoHHOro yaqocrtoeepeHua ©1oMeanLMHCKOro KNeTo4YHOro npoaykKTa AOKYyMEeHTaXx;
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2) NPpUHMMaET pelleHne o nposedeHnn yKa3aHHbIX B 4acCTu 2 HacTosLlen cTaTbu COOTBETCTBYHOLLNX IKCNEepTn3
OGMOMEANLMHCKOrO KNETOYHOro npoaykKTa nnum 00 oTKa3se B ux npoBegeHnn;

3) yBegomMndaetr B NMUCbMEHHON cbopme BNagenbua pernctpauynoHHOro YyaoctoBepeHus OrMoMeanLUHCKOro
KNeTo4YHOro npoAyKkTta O NPpUHATOM peLueHnn (B cny4vae npuHATUA peleHuns 00 oTkase B nposegeHnn COOTBeTCTByIOLLI,eIZ
9KCNepTn3bl C ykasaHMEeM NpPUYnNH Takoro OTKaSa).

5. B cnyyae BbISIBNEHWS HEMOMHOTHI UMW HEQOCTOBEPHOCTU CBEAEHWW, cogepXawmxcs B npencTaBneHHbIX
BNnagenbuem perucTpaumoHHOro yaoCcToBepeHuMs OBMOMEeAULMHCKOro KMNeTOYHOro npoaykra AOKYMeHTax,
YNONMHOMOYEHHbIN hefepanbHbii OpraH WCMOMNHUTENbLHOM BracTu HanpaenseT Bnagensuy perncrpaumoHHOro
yAoCTOBEpPeHUss BUOMeaNLIMHCKOrO KNeToYHOro NpoaykTa 3anpoc 06 YTOYHEeHMM yKasaHHbIX cBeAeHun. [JaHHbI 3anpoc
MOXeT OblTb nepedaH YMNOMHOMOYEHHOMY MNpeAcTaBuTeNto Bnagenbua pPerncTpauuMoHHOro yAOCTOBEPEHUS
BGuomMeanLIMHCKOro KNETOYHOro NPoAyKTa SIMYHO Mo Pacnucky, HampasneH No NoYvTe 3akasHbiM NMUMCbMOM UMW NepeaaH B
3MNEeKTPOHHOW hopMe MO TEeNeKOMMYHUKaLMOHHLIM KaHanam cBsasu. B cnyvae HanpasneHus gaHHoOro 3anpoca no noyte
3aKa3HbIM MUCbMOM OH CYMTAETCS NOMyYeHHbIM N0 UCTEYEHUN LLEeCTM AHEWN C AaTkl HanpasneHus 3akas3Horo nucema.

6. Brnageney perMctpaumMoHHOro yaocToBEepeHUs GUOMeaNLMHCKOrO KMEeTOYHOro npodykta o6sisaH npeactaBuTb
OTBET Ha 3anpoc YMONHOMOYEHHOTO (hedepanbHOro opraHa WCMONHWUTENIbHOM BRacTU B CPOK, He MNpeBbilaloLwmi
AeBsiHocTa pabounx OHeil co AHS MonydeHusi gaHHoro 3anpoca. Cpok, yKasaHHbIi B YacTu 4 HacTosilien cTaTby,
npuocTaHaBnNMBaeTCs CO [HS HanpaBneHus Briagenbly PperncTpaumoHHOro yOooCTOBEpPeHUs OrMoMeanLMHCKOro
KNeToYHOro npodykTa 3anpoca YrnorHOMOYEHHOro degepanbHoro opraHa UCMONMHUTENBHOW BNacTu 4O AHS MOMyYeHust
MM OTBETa Ha AaHHbIN 3anpoc U He YYUTLIBAETCH NPU UCHUCTIEHUN CPOKa NPUHATUA PeLLEeHUs O BHECEHUN U3MEHEHUI B
[OKYMEHTbI, CoepKallMecsi B perMcTpauyoHHOM JOChE Ha 3aperncTpMpoBaHHbIN GMOMEANUMHCKUIA KIETOUHBIA NMPOAYKT.

7. YKa3aHHble B 4YacTU 2 HACTOSILLEN CTaTby 3KCNEPTU3bl MPOBOAATCH B Nopsake, YCTAaHOBNEHHOM cTaTbsiMu 15 1
18 HacToswero PegepanbHOro 3akoHa, C Y4€TOM CPoKa, yKazaHHoro B 4acTtu 10 HacTosiLen cTaTbu.

8. B cpok, He npeBblAWMN NATU pabounx AHEW CO OHA MONyYeHMs 3aKMYEHMIn KOMUCCUM SKCMepToB
9KCMEPTHOIO YYPEXOEHUss MO pesynbTatam YKasaHHbIX B 4acTW 2 HaACTOsLWEW CcTaTbW 3KCMEPTM3 B OTHOLUEHWM
NpeanoXXeHHbIX U3MEHEHWIA, YNOMHOMOYEHHbIV dhefeparnbHblii OpraH UCMOSTHUTENbHOW BNacTu:

1) OCYLECTBNSET OLEHKY MOCTYMUBLLMX 3aKIOYEHUIA KOMMUCCUM 3IKCTIEPTOB 3SKCMEePTHOMO YYpexaeHus Ons
onpeaeneHusl UX COOTBETCTBUA 3aaHWsAM Ha NpoBeaeHNe COOTBETCTBYHOLLMNX IKCEepTUs;

2) NPpUHNMaET peleHne o0 BHeCeHUn M3MEHEHUN B AOOKYMEHTbI, coaepawunecda B permctpauMoHHOM OOCbEe Ha
3apeFVICTpVIPOBaHHbIIZ OMOMEANLIMHCKNIA KITETOYHbIN NPOAYKT, Unu 00 OTKa3e BO BHECEHUWN TaKUX UBMEHEHUN;

3) BHOCWT B rOCydapCTBEHHbI peecTp OUOMEAMLIMHCKMX KIETOYHbIX MPOAYKTOB HA OCHOBaHUM pPELUEHUS O
BHECEHUN W3MEHEHWA B [OOKYMEHTbI, COAepXalmecs B PErncTtpauuoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
BMOMEMLIMHCKUI KNETOUHBIN NPOAYKT, HeobXoanMbIE N3MEHEHMS;

4) BbldaeT HOBOE perncrtpaunoHHoOe YyanocTtoBepeHune OMOMEeOULIMHCKOIO KINEeTOYHOro npoaykta B Cliyyae
M3MeHeHNAa coaepXXalnxca B HemMm cBeOeHun, npn 3TOM paHee BblAaHHOE perncTpaumoHHoe yaoctoBepeHne n3biMaeTca.

9. OcHoBaHMEM AN MPUHATAS YMONHOMOYEHHbIM ddefeparnbHbIM OpraHoM pelueHuss o6 oTkase BO BHECEHWUU
M3MEHEeHU B AOKYMEHTbI, COoAepXallMecs B pPermcTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIM GMOMegUUUHCKUI
KMETOYHbIN NPOAYKT, ABMSETCH BbIHECEHHOE MO pesynbratam SKCNepTU3, YKasaHHbIX B 4acTu 2 HacTosiwen craTbi,
3aKIIOYeHNe KOMMCCUM SKCMEPTOB IKCMNEPTHOTO YYpeXAeHWs O TOM, YTO B CNyvae BHECEHWs Takux W3MEHEHUN
BO3MOXHbI CHUXeHMNe kavecTBa U (Mnm) adhHeKTMBHOCTU BUOMEONLIMHCKOIO KMEeTOYHOro npodykra u (Mnu) npesblleHne
pvcka MpUYNHEHWS Bpeda 340POBbI0 YerioBeka BCreacTBUE NpYMeHeHUst GMoOMeanLIMHCKOrO KNeTOYHOro NpoaykTa Hafd
ero 9 EKTUBHOCTLIO.

10. B cnyyae BHeceHUs B OOKYMEHTbl, cofepXaliuecs B PerucTpauvoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN
OUOMEANLIMHCKMIA KIETOYHbIA NPOAYKT, U3MEHEHWUW, YKa3aHHbIX B YacTW 2 HacTosWeW CTaTbMi, MPUHATUME PeELUeHUs O
BHECEHUWN TakMX W3MEHeHW (BKMoYas BHECEHWe COOTBETCTBYIOLIMX W3MEHEHWW B FOCYAapCTBEHHLIN peecTp
BUOMEeaNLIMHCKMX KIETOYHbIX NPOOYKTOB) unn o6 oTKase B UX BHECEHWU OCYLLIECTBIAETCS B CPOK, HEe MpeBbIlIatoLwunii
AeBsiHOCcTa pabounmx AHeW CO AHA MPUHATUA YNOMHOMOYEHHbIM deaeparnbHbiM OPraHoM WCMOMHUTENBHOW BRacTy
3asBMeHNsS O BHECEHUMN TakMX N3MEHEHWI.

11. TlpuHATHE peleHuss O BHECEHUW U3MEHEeHWN (BKMNoYasi BHECEHWEe COOTBETCTBYHOLMX WU3MEHEHUA B
rocyfapCTBEHHbIN peecTp OMOMEeAMUMHCKMX KNETOYHbIX MPOAYKTOB) MnM o6 OTKase B WX BHECEHUW B OOKYMEHTbI,
cogepxailumecss B PErncTtpaumMoHHOM [0Cbe Ha 3aperncTpuMpoBaHHbIA OUMOMEOULMHCKMIA KMNETOYHbLIN NPOAYKT, B
OTHOLLUEHUN CBEAEHUN, He TpebyrLwmx NpoBEeAEHUs 3SKCMepTU3, YKal3aHHbIX B 4YacTu 2 HaCTOsALWEN CcTaTby,
OCYLLECTBMSIETCA B CPOK, He MpeBbllarWmin Tpuauatn paboynx AOHEW CO OHSA MPUHATUS  YNONTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMONHUTENBHOM BNacTU 3asiBNEHUS O BHECEHUUN TakuX U3MEHEHUN.

12. 06pau.|,eHV|e O1MOMEeNLIMHCKOTO KIETOHYHOro npoAyKTa, npounsBeaeHHOro 40 AaTtbl NPUHATUA YNOJTHOMOYEHHbIM
q)e,u,epaanblm opraHomMm NCMNONMHUTENbHON BNacTu peweHna o0 BHeECEHUU N3MEHEHNIN B LOOKYMEHTbI, coaepixalmeca B
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pernctpaunoHHOM OOCbe Ha 3apeFVICTpI/IpOBaHHbIl7I OVMOMEANLMHCKUIA KNETOYHbIN NPOAYKT, a TakXke npon3seeHHOro B
Te4yeHne CTa BOCbMWUOECATU KaneHgapHbIX OHen nocne patbl NPUHATUA YNOJTHOMOYEHHbIM cbe,qepaanblm opraHomMm
NCMNONMHUTENBLHON BNacTn YKa3aHHOro pelleHund, nonyckaetTcd o ncrtedeHmna ero Cpoka rogqHoCTu.

CtaTtbsl 24. OTMeHa rocygapCcTBEHHOWN perucrpauum 6MoMeauLIMHCKOrO KJIeTOYHOro NpoaykKTa

PelleHne 06 OTMeHe rocyoapCTBEHHOM pernctpauuv 6MoMeOMLMHCKOrO KMETOYHOro MPOoAyKTa M UCKMYeHUU
BUOMEOULIMHCKOrO KMETOYHOro MPOAYKTa M3 rOCYdapCTBEHHOro peecTtpa BUOMEOMLIMHCKUX KMETOYHbIX MPOOYKTOB
MPUHUMAETCS YNOSTHOMOYEHHBIM (hefeparnbHbIM OpraHOM UCMOSHUTESNIbHOM BMacTu B Crlyyae:

1) npeacTaeneHus oeaeparnbHbIM OPraHOM MCTONTHUTENbBHOW BRACTU, OCYLLUECTBASIOLMM (YHKLMM MO KOHTPOSTO 1
Hag3opy B cdepe 30paBOOXPaHEHNS, 3aKIMIOYEHNS O pUcke Unn 06 yrpo3se 300pOBbIO, XKU3HW YernoBeKa Npyu NpUMEHeHUN
G1OMEeULIMHCKOrO KNETOYHOro NpoAykTa, NpeBbillallmnx ero adgeKkTMBHOCTb, N0 pesynsratam OCYLIECTBSIEMOrO UM
MOHUTOpUHra 6e30nacHOCTM BUOMEONLIMHCKOIO KNETOYHOrO NPOAYKTa;

2) nogayn BnagenbuemM pernctpaumoHHOro yaoctoBepeHud OMOMEANLIMHCKOIO KINETOYHOro npoAyKTa 3asaBlieHndA
06 oTmeHe Focyﬂ,apCTBeHHOIZ pernctpaumn OGMOMEeaNLIMHCKOrO KNETOYHOro NpoAYKTa;

3) MNPUHSTUS YNOMHOMOYEHHbIM bedeparnbHblM OpraHOM UCMOMHUTENBHOW BRacTy pelleHuss o6 oTkase B
NOATBEPXKOEHWUM rOCyAapCTBEHHOW perncTpaumm GMoMegMLUNHCKOrO KNeTOYHOMo NPOAyKTa No UCTEYEHMU CpoKa AeNCTBMUS
PErMcTpaLoHHOIo yA0CTOBEPEHNST BUOMEANLIMHCKOIO KNETOMHOIo NPOAYKTa;

4) HenpeacTaBneHns 3aasutenem nHdopmaumm, Kotopas MoOXeT NoBrneYvb 3a cobon HeOBXOAMMOCTbL BHECEHMUS B
perncTpaumoHHoe [OCbe Ha 3aperMcTpyMpoBaHHbIN GUOMEOULNHCKUA KNETOYHbIA MPOOYKT WU3MEHEHWUN, yKasaHHbIX B
yacTtu 2 ctaTbm 23 HacTosiero degepanbHOro 3akoHa, B TedeHne Tpuguatn pabovmx gHEN CO OHS HACTYMNEeHUs Taknx
N3MEeHeHNI;

5) BbIHECEHWS CyOOM peLleHUss O HapylueHWn MpaB npaBoobragaTtens Ha pesynbraTbl WMHTENNeKTyanbHOM
AesATeNbHOCTY Npu 06paLLeHU GUOMEONLIMHCKUX KIIETOUHBIX NPOOYKTOB.

Cratba 25. NlocyaapCcTBEHHbIN peecTp GMOMEeAULIMHCKUX KINEeTOYHbIX NPOAYKTOB

1. rOCWJ,apCTBeHHbIIZ peecTp OVMOMEANLMHCKMX KINETOYHbIX npoaykKToB BeAeTCcA YyNnOorIHOMOYE€HHbIM cbe,u,epaanblM
opraHom NCMNONHUTENbHOW BNACTU.

2. rOCWJ,apCTBeHHbIIZ peecTp OVMOMEANLIMHCKMX KITeTOYHbIX NPOAYKTOB COLOEPXUT nepedHeHb B1MoMeaNLIMHCKUX
KNEeTO4YHbIX NPOAYKTOB, npoLlelnx rocygapCTtBeHHy0 permcrtpauuto, 1 cnegyrLlyro MHd)OpMaLlI/IIOZ

1) HaMMeHoBaHWe BMOMEedNLMHCKOrO KINEeTOYHOro NPoaykKTa;

2) TMN GUOMELMNLIMHCKOIO KIIETOYHOro npoayKTa (ayToNornyHbIi, annoreHHbIin, KOMOMHMPOBaHHLIN);

3) HaumeHoBaHWe BrafernbLa PerMcTpPauroHHOM YOoCTOBEPEHNS BMOMEONLMHCKOrO KNETOYHOIO NPoaykKTa;
4) HaMeHoBaHWe 1 afipec NPoU3BOAUTENSA BMOMEAULMHCKOTO KIETOYHOTO NPOayKTa;

5) kopoBoe 0003HAYEHWE KINETOYHOM §MHUM (KNETOYHbIX JMHWIA), BXOOsLENW B cocTaB OGuomeauuuHCKOro
KNEeTOYHOro NpoayKTa;

6) HaumeHoBaHWA (MeXayHapoaHble HEMATEHTOBAHHbLIE, UM FPYNNUPOBOYHBIE, MM XMMUYECKUE) NIEKAPCTBEHHBLIX
npenapaToB, hapmaueBTUYECKUX CyOCTaHUMIA, BXOASLWMX B COCTaB BMOMEAMUMHCKOrO KIETOMHOro Mnpoaykta, HoMep
HOpMaTUBHOWM JOKYMEHTaLuK;

(B pen. PenepansHoro 3akoHa ot 03.08.2018 N 323-03)

7) HauMeHOBaHWA MeOWMLMHCKUX W3Oenuii, BXOOALWMX B cocTaB OMOMeOWMLMHCKOro KIeTOYHOro npoaykTa,
HanuMeHOoBaHWE U HOMep HOPMAaTUBHOWM AOKYMEHTaLWK;

8) cpoK rogHOCTM BUOMEANLIMHCKOIO KNETOYHOIo NPOAyKTa;

9) ycrnoBusi XxpaHeHUst GUOMEONLIMHCKOTO KNETOYHOro NpoayKTa;

10) nokasaHus 1 NPOTMBOMOKAa3aHNSA K NMPUMEHEHMIO BUOMEONLMHCKOO KINETOYHOTO NPOAYKTa;

11) noboYHbIE AENCTBMS BUOMEOMLIMHCKOrO KIETOYHOrO NpoaykKTa;

12) pata rocygapCTBEHHOW permcTpalmm 6MoMeguLMHCKOro KIETOYHOro NpoayKTa n ero permcTpaunoHHbIA HOMEP;

13) para 3ameHbl PerncTpaumoHHOro yaoCTOBEpeHUA OMOMEOMLMHCKOrO KIeTOYHOro npoaykra, gara
NOATBEPXAEHUS TFOCyQapCTBEHHOW peructpaumm 6GMOMEeauUMHCKOro KNeTo4YHOro npoaykra, gaTta OTMEHbI
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rocyp,apCTBeHHoﬁ perncrtpauunm OMOMEANLIMHCKOIO KINETOYHOrO npoaykTa.

3. lMNopsigok BedeHWs rocydapCTBEHHOIO peecTpa GMOMEAMLMHCKUX KIETOYHbIX MPOAYKTOB YTBEpXKOaeTcs
YNONHOMOYeHHbIM cbefieparnbHbIM OpraHOM UCMONTHUTENBHON BNacTu.

Cratbs 26. Ob6xanoBaHue pelleHUsA 06 OTKase B Bblga4ve pas3pelleHUsl Ha npoBefeHue KIUHUYEeCKOro
uccnenoBaHuAs OUOMEAMLIMHCKOrO KIeTOYHOro npoAaykTa WM pewweHuss o6 oTkase B rocyfapCcTBeHHOM
pernctTpaumm 6MoMeaNLIMHCKOro KNeToYHOro npoAaykra

PeleHne ynonHomo4veHHOro pegepanbHOro opraHa MCNOnHUTENbHON Bnactu o6 oTka3e B Bbigaye paspelueHus
Ha nNpoBedeHNE KIMHUYECKOrO UCCrenoBaHusi OMOMEAMLMHCKOIO KNETOYHOro MpoAaykTa unn peleHne ob oTkase B
rocydapCTBEHHOW perncrpauum 6MoMeamnUMHCKOrO KIETOYHOIO NpoayKTa, 3aKoveHne KOMUCCUKN SKCNEPTOB IKCMEPTHOIO
yuypexaeHus unu 3aknideHne coBeTa Mo 3TUKE MOryT ObiTb oOOGxamnoBaHbl B MNOpsigke, YCTAHOBMEHHOM
3akoHoaaTenbcTBoM Poccuiickon denepaumu.

Cratba 27. UHdopmauuna, cBsizaHHasi C¢ ocyuwecTBfIeHUEM rocyfapCTBeHHOW perucrTpauuu
OMoOMeaNLIMHCKOrO KIeTOYHOro npoAaykra, MHopMauumsa o 3apermcTpupoBaHHbIX GMOMEAULIMHCKUX KIEeTOUYHbIX
npoAaykrtax U OMOMEeAUMLMHCKUX KJIeTOUYHbIX NPOAYKTaX, MCKIKYEHHbIX U3 rocyAapCTBEHHOro peecTtpa
6MOMeaNLMHCKUX KNEeTOUYHbIX NPOAYKTOB

1. YnonHomoueHHbI beaepasnbHblil opraH UCNONMHUTENBHOM BNacTu pa3mellaeT Ha CBOeM odmumnanbHOM canTe B
cetn "MIHTepHeT" WHopMaumio, CBSA3aHHYI C OCYLLUECTBIIEHWEM TOCYOApPCTBEHHOW perncrpauum OrnomMeauumHCKUX
KNEeTOYHbIX MPOOYKTOB, B TOM 4uCfle C MNPOBEAEHMEM OVMOMEOMLMHCKON 3KCMEepPTM3bl GUOMEANLIMHCKUX KIETOYHbIX
NPOAYKTOB W 3TMYECKOW 3KCMEepTU3bl, MHOPMALNIO O 3aperncTpmpoBaHHbIX BUOMEOULNHCKNX KIETOYHbIX MPOAYKTaX U
OMOMELMLMHCKMX KITETOYHBIX MPOAYKTaX, WCKITHOYEHHbIX M3 TOCYOapCTBEHHOrO peecTpa OMOMEAMLMHCKUX KNETOYHbIX
NPOAYKTOB, He Mo3gHee 4YeM 4vepe3 NsaATb paboymx AHer CO OHS MOMyvYeHUsT YNONTHOMOYEHHbIM dhedeparnbHbIM OpraHoM
NCMOSTHUTENBHOW BNacTu 3asiBNIEHNs1 O FOCYAapCTBEHHOM perucTpaunm BMoMeanLUMHCKOro KNETOYHOro NpoayKTa.

2. lMopagok pasmelleHUs ykaszaHHOW B 4acTu 1 HacToAwen ctatbm UHMOpMauMM ycTaHaBnMBaeTCs
YMONTHOMOYEHHbIM dheeparibHbIM OPraHOM UCMOSNTHUTENBHOW BNACTU.

Cratba 28. OpraHusauMﬂ npoeegeHNsA KITUMHUYECKUX uccnegoBaHUM OUOMEOUUMHCKUX KNeTO4YHbIX
npoAaykKkroB

1. OpraHu3aumio nNpoBedeHUsT KIMMHUYECKUX WUCCreaoBaHuiA OMOMEeOMUMHCKUX KIETOYHbIX NPOAYKTOB BrpaBe
OCYLLECTBMATL OpraHn3auusi, obnagatowas npasamm Ha pesynbraTbl 4OKIMHUYECKMX MCCreqoBaHuin GuoMeanuUmHCKOro
KNEeTOYHOro MpoaykTa, KIMHUYECKMX WUCCNELOoBaHUN GUOMELMUMHCKOIrO KMeTOYHOro MpodykTa U (Mnv) Ha TEeXHOMoruto
npousBoacTBa OMOMEOMLMHCKOrO KMETOYHOro MpoAyKTa, WM YMNOSIHOMOYEHHOE €l lpuauyYeckoe nuuo,
obpasoBaTenbHas opraHu3auusi Bbicllero obpasoBaHus, oGpasoBaTenbHas opraHusauus [OOMOMHUTENbHOro
npodgeccnoHansHoro 06pasoBaHusl, Hay4yHasi opraHu3auus.

2. OpraHusauuu, ykasaHHble B 4acTu 1 HacTosiwen craTbW, MOryT MpuBMeKaTb K opraHusauum npoBefeHus
KNWMHUYECKUX MUCCrefoBaHni BUOMEAUNLIMHCKMX KMETOYHbIX MPOAYKTOB MHbIE HOpUAMYECKME NUua He3aBUCUMO OT WX
OpraHn3aumMoHHO-NPaBoBoOW hOpPMbl U (POPMbI COOCTBEHHOCTW.

3. ®rMHaHcoBoe obecrneveHne NPOBEAEHUS KITMHUYECKOrO UccrnenoBaHnst GIOMegMUUHCKOro KNETOYHOro NpoayKTa
OCYLLECTBISIETCA 3a CYET:

1) GrooKETHBIX aCCUrHOBaHU hegepanbHOro BloXKeTa;
2) BrompKeTHbIX accurHoBaHun BrogpxketoB cybbekToB Poccuinckon ®egepauun;

3) cpencTB opraHuM3auui, NONyYMBLUMX pa3peLleHne Ha OpraHu3aumio NPOBEAEHUS KITMHUYECKOrO UCCreoBaHus
BGUOMEANLIMHCKOrO KNETOYHOIo NPoayKTa;

4) UHbIX NICTOYHUKOB, He 3arnpeLleHHbIX 3aKkoHoaaTenscTBoM Poccuiickon ®epepauun.

4. KnuHnyeckne nccnenoBaHns GMOMEANLMHCKUX KNETOYHbIX NPOAYKTOB MPOBOAATCS HA OCHOBaHWWU paspeLleHuns
Ha NpoBefeHne KNMHWUYECKOro uccrnegoBaHns GUOMEeAMLMHCKOro KNEeTOYHOro MpoAdyKTa, BblAAaHHOMO YMNONTHOMOYEHHLIM
degepanbHbIM  OpraHOM UCMOMHUTENbHON BriacTM B MNOpsAdke, YCTaHOBMEHHOM cTatbamu 16 u 17 Hactosiwero
denepanbHOro 3akoHa, U HanpaeneHb! Ha:

1) ycTtaHoBrneHue 6e3onacHOCTV M (Unn) NEPEHOCMMOCTU BUOMEONLIMHCKMX KINETOYHbIX MPOAYKTOB, B TOM 4uUcre
BbISIBNIEHNE MOOOYHBIX AEACTBUIA NPU UX NPUMEHEHWU;

2) yctaHoBneHne 6e3onacHoOCTU 1 3PEKTUBHOCTN DMOMEAMNLIMHCKMX KINETOYHbLIX MPOAYKTOB, B TOM Ymncre nogoop
onTumarbHoro konmyecTsa (o6bema, Macchl, nnowaan) GoMeaMUNHCKOro KNETOYHOTO NPOAYKTa U KYPCOB feveHust, Ans
nauneHToB C onpeaeneHHbIMU 3a6oneBaHNaAMY;
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3) BbisIBNEeHWe 0COGEHHOCTeN B3auMOAenCcTBUS OUMOMEOULMHCKUX KINETOYHbIX MPOOYKTOB C NeKapCTBEHHbIMM
npenapatamu, MEAVUUMHCKUMW UW3AeNUAMM, NUWEBBLIMKM NpodyKTamu, OPYrMMU OMOMEAVMUMHCKUMU  KINETOYHbIMU
npoayKTamu;

4) n3yvyeHne BO3MOXHOCTU pacLlnpeHud nokasaHun ans NPpUMEHEHNA 3aperncTpmnpoBaHHbIX B1MoMeaNLIMHCKMX
KNEeTOYHbIX MPOAYKTOB.

5. YNonHOMOY€EHHbI cbep,epaanblVl opraH MCNOMHUTENBbHOW BNacTu BEAET B YCTaHOBJIIEHHOM UM nopsanke peecTp
BblAAHHbIX paapeLueHMﬁ Ha npoBegeHmne KnmHn4ecknx nccnenoBaHUn GUOMENLIMHCKUX KNETOYHbIX NPOAYKTOB.

6. B cny4vae, ecnun KrnnmHum4eckoe wuccrieqosaHune OGMOMEONLMHCKOIO KIeTOYHOro npoaykTta npoBOoAUTCA AOnd
rocy,u,apCTBeHHoﬁ permctpauum 3TOro nNpoaykta, rocygapcCrBeHHasd MNOWMHa 3a npoBeaeHne 3KCNepTu3bl KadecTBa
OMOMEeauLMHCKOro KNeTo4YHOro npoAykKTa, 3KCNepTu3bl OOKYMEHTOB A4 nonyyYeHuAa paspelleHna Ha npoeseaeHune
KITMHWUYECKOrO UCCrefoBaHNs OUOMEOMLMHCKOrO KreTOYHOro npoaykta u 3TUYEeCKOoMn 3KCNnepTn3bl ynnadvynBaeTcA
OHOKpAaTHO npwu 06pau.|,eva| 3a FOCynapCTBeHHOVI peI'I/ICTpaLI,VIel7I OVOMeaNLMHCKOrO KNeToYHOro npoaykKTa.

7. KnnHnyeckoe mccriegoBaHMe GMOMEOMLMHCKOrO KMEeTOYHOro npodykTa MPOBOAUTCS B OAHOM UITM HECKONbKUX
MEONLIMHCKNX OpraHuM3aumsix, akkpeauToBaHHbIX YMONTHOMOYEHHBIM doeaeparnbHbIM OpraHOM MCMOMNHUTENBLHOW BNacTu B
nopsigke, ycrtaHosneHHoM [lpasutensctBoM Poccuiickon ®depepauumu, B COOTBETCTBMM C JOrOBOPOM O MNpoBedeHUn
KIMHUYECKOro uccneaoBaHMst GUMOMEAULMHCKOrO KMEeTOYHOro MpOoAyKTa, 3akfiyaeMbiM MeXAy opraHuMsauuen,
nony4YMBLLEN paspeLleHne ynormHOMOYEHHOro deaepanbHOro opraHa MCMNOMHUTENBHON BracTM Ha NMPOBEAEHME TaKoro
nccnegoBaHus, U ykasaHHOW MeOULMHCKOW opraHu3aumen.

8. [oroBop O NpOBEOEHMU KIMHUYECKOro WccregoBaHus GUOMEOWMLMHCKOrO KMeTOYHOro MpOoAyKTa [OOIMKeH
coaepxarb:

1) HaMMeHOBaHUSA CTOPOH A0roBOPa;
2) ycnoBus 1 CPOKM NPOBEeAEHNS KIMHUYECKOro UccrneoBaHuns;

3) onpepeneHve obuwen CTOMMOCTU MNPOrpamMMbl KIMHWMYECKOrO WUCCNefoBaHMSA C yKasaHMeM CYMMb,
npegHasHavatowencs Ans BbinnaTt uccriegoBaTensam U couccrefoBatensm, HasHa4aemMbliM B COOTBETCTBUM C YacTblo 1
ctaTtbun 29 HacTosAwero ®eaepanbHOro 3aKoHa;

4) onpepneneHne popMbl U Nopsiaka NPeACcTaBNeHUs pe3yrnbTaToB KIIMHUYECKOro UCCredoBaHus.

9. llepeyeHb MeOULMHCKUX OpraHuM3auuin, UMEKLWUX npaBo MNPOBOAUTbL KIMHUYECKME WUCCNeaoBaHUs
BUOMEANLIMHCKNX KNETOYHbIX NMPOAYKTOB, N PEECTP BblAaHHbLIX paspeLLeHnii Ha NpoBeAeHNEe KITMHNYECKMX NCCNeaoBaHNN
OUOMEANLIMHCKNX KIETOYHBIX MPOAYKTOB pa3MeLLalTca YNOrHOMOYEHHbIM chefepanbHbiM OPraHOM MCMOMHUTENbHOM
BMacTW B YCTAHOBMNEHHOM UM MNopsiake Ha CBOeM odumLmanbHOM canTe B ceTu "UHTepHeT".

10. MNpoun3BoacTBO GMOMEAMUMHCKOrO KIETOYHOrO MpoAdyKTa AN NPOoBedeHMs ero KMMHWYECKOro uccregoBaHus
OCYLLECTBMSAETCA C MCNOMb30BaHWEM TEXHOMOrMM, OMUCaHHOW B PEermcrpaumoHHOM [oCbe Ha OGuoMeamUMHCKUN
KNEeTOYHbIN NPOOYKT.

11. KnuHuyeckme uccnegoBaHUs GUOMEOULMHCKUX KINETOYHbIX MPOAYKTOB MNPOBOAATCA B COOTBETCTBUM C
npaBunaMy Hagnexaiwen KINMHUYECKOW NPakTUKM BGUOMEOMLMHCKUX KMNEeTOYHbIX MPOAYKTOB, YTBEPXOEHHbLIMU
YNONHOMOYeHHbIM cbefieparnbHbIM OPraHOM UCMOSTHUTENBHOM BNAacTy.

12. B Poccuinckon ®enepaumm B COOTBETCTBUM C MeXAyHapoaHbiMu goroBopamu Poccuiickon depepauum, a B
crny4ae OTCYTCTBMS MexgyHapogHoro poroBopa Poccunckon ®egepauum - Ha OCHOBE NpUHUMMA B3aMMHOCTU
Npu3HalTCA pesynbraTthl KNMHWYECKUX WCCreaoBaHui OMOMEOUUUHCKMX KIETOYHbIX MPOOYKTOB, MPOBEAEHHbIX 3a
npegenamu Poccuiickon ®epepaunn.

Cratbs 29. npOBeAeHMe KJIMHMYECKOro uccrnegoBaHust 6MOMegULMHCKOIO KIeTOYHOro npoaykra

1. PykoBoauTenb MeOWLMWHCKOW oOpraHusauuu, B KOTOPOW NpPOBOAUTCA KIIMHUYECKOE uccredoBaHue
GUOMeONLIMHCKOrO KMETOYHOro npodykTa, HasHayaeT uccriegoBaTtensi, OTBETCTBEHHOro 3a MNpoBedeHWe TaKoro
“ccrnenoBaHusi, MMetoLero neveGHy cneumarnbHOCTb, COOTBETCTBYIOLLYH0 Npodunio 3aGoneBaHust U COCTOSIHMIO, A1
FieYeHNst KOTOpbIX MpedHasHayeH OMOMEOMLMHCKUA KIETOYHbIA MPOAYKT, B OTHOLUEHWM KOTOPOro MPOBOAMTCS
KIMMHUYECKOE WCCrefoBaHue, Co cTaxeM paboTbl MO NporpaMmaM KIMHUYECKUX UCCIedoBaHWii He MeHee YeM MsATb NeT
(manee - uccnepoBartesnb) U Mo ero NPeaIoKeHN0 HasHa4YaeT comccrnenoBarenei U3 Yicna Bpadeit aToi MeauLMHCKON
opraHv3aumu (ganee - couccrnefoBarenu).

2. Wccneposatenb ocyulecTender Bbl60p nayneHToB, KOTOpble MO MEeAUUMHCKUM NOKa3aHnAM MOryTt ObITb
npuenevyeHbl K y4acTtuio B KIMMHUYECKOM nccrengosaHnm OromeguUMHCKOro KNeTo4Horo npoayKTa.
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3. WccneposaTtenb M couccriegoBateny OOMKHbI ObiTb O3HAKOMIIEHbI C  pesynbraTamMu  AOKIMHUYECKOro
nccnefoBaHus GUOMEOVLIMHCKOIO KIIETOYHOrO MpoAyKTa, codepXalumucs B cneuudukaumm Ha GuoMeanLMHCKUIA
KNeToYHbI MpoAykT W 6Gpollope wuccrnegosaTens, MPOTOKOMOM KIMHUYECKOTO WCCreaoBaHus GUoMeauuMHCKOro
KMETOYHOro MpoaykTa, paspaboTaHHbIM OpraHM3auuei, OCYLIEeCTBMALWEeN OpraHMsaumio NpoBeadeHUs KNUHUYECKUX
nccrnegoBaHMn GUOMEANLMHCKUX KINETOYHbIX MPOAYKTOB, MUIM WHBIM HOPUONYECKUM IULOM, NpUBIEKaeMbiM K
opraHusauuy npoBedeHUsl KINUHUYECKOro WccrnenoBaHUs GMOMeOMUMHCKOro KMeToYHOro npoaykTa, v Opyrumu
maTtepuanamMm Takoro uccrneaoBaHus.

4. PykoBoguTenb MeOWUMHCKOW oOpraHusauuuM, B KOTOPOW MNPOBOAUTCSA KAWMHMYECKOE WccrefoBaHue
BMOMEANLIMHCKOrO KIETOYHOrO NPOAYKTa, B CPOK, HE MPEBbIWAKLWNA Tpex paboynx OHEN CO AHA Hadana npoBefeHus
KIUHUYECKOro uccrnenoBaHms GrMomMeanuUmMHCKOro KNeTovHOro npoaykTa, coobliaeT 0 Havane npoBeaeHUst KNMHUYECKOro
nccnenoBaHna OGMOMEANLMHCKOrO KINETOYHOro MPOAYKTa B YMOSIHOMOYEHHbIM doedepanbHblii OpraH WUCMONHUTENbHOW
BMacTu, BbiAaBLUWIA paspeLleHne Ha NPoBeaeHNe KIMHUYECKOro NCCeaoBaHust, MO YCTAHOBIIEHHOW UM hopMme.

5. OpraHusaumm, OCyLLeCTBrsOLWME OpraHn3aumio NpoBeaeHUs KIMHUYECKOro nccrnegoBaHna GruoMeanLumMHCKoro
KNeToYyHOoro npogykra, B crnyvyae HeoOXoOMMOCTU BHECEHMSI U3MEHEHWW B MPOTOKON KIMHUYECKOro uccrenoBaHus
BUOMEANLIMHCKOrO KNETOYHOro npoaykra coobuaoT 06 3TOM B YNONHOMOYEHHbBIN dhefepanbHbli OpraH UCNOMHUTENBHON
BracTu, Bbi4aBLUMI pa3peLleHne Ha NpoBegeHne KNMHUYECKOro NCCrneqoBaHus, No yCTaHOBMEHHOW UM hopme.

6. B cpok, He npeBbllWAWMIA Tpuguatn pabounx OHEN CO OHA MONyYeHUs yKasaHHOro B 4YacTu 5 HacTosien
cTaTby COOBLLEHNS, YNONMHOMOYEHHBIN dhefepanbHbli OpraH UCNOMHUTENBHOW BNacTM paccMaTpmBaeT 3TO coobLLeHne B
YCTaAHOBNEHHOM MM MOpsiAKe U MPUHUMAaET peLleHne O BHECEHUN U3MEHEHUIN B NMPOTOKON KIUMHUYECKOro UCCrenoBaHus
OMOMEeMLMHCKOrO KIEeTOYHOro npogykta mnv o6 oTkase BO BHECEHUU TaKMX U3MEHEHUN C YKa3aHWEM MpuYnMH OTkasa.
OcHoBaHUAMKU ONSA NPUHATUSA pelleHns 00 OTka3e BO BHECEHMM U3MEHEHUIA B MPOTOKON KIIMHUYECKOro MCCnenoBaHus
O1MOMeMLMHCKOrO KITETOYHOro npoaykTa SBMAsiOTCA NpeacTaBreHne CBegeHUn, NpeayCcMOTPEHHbIX YacTbio 5 HacToswen
cTaTbW, B HEMONHOM obbeme u (MnM) HanuMuMe pucka NPUYUHEHUS Bpeda 340POBbI0 MauMEHTa, y4acTBYHOLLEro B
KNUHUYECKOM UCCriefoBaHWM, BCreaCcTBUE N3MEHEHUS YCNOBUIA €ro NpoBeAEeHNS.

7. KnuHndeckoe wuccrnenoBaHue GUOMEOULIMHCKOTO KMETOYHOIO MPOAYKTa MOXET ObiTb MPUOCTAHOBMEHO WK
npekpaLleHo, ecrnv B NpoLecce ero NpoBeAeHUss oOHapy)XeHa OnacHOCTb ANS XKM3HWU, 340POBbsl NaumMeHToB. B cnyyae
BO3HUKHOBEHNA ONACHOCTU AONndA XW3HW, 300pOBbA NalMeHTa, ydacTBykuwlero B KIIMHMYECKOM WUccrnegoBaHUn
O1MOMeLMLMHCKOrO KIEeTOMHOro MPOAYKTa, uccriegosartens U (unu) couccrieqoBartenn obs3aHbl NpoMHdopMupoBaTh 06
3TOM PYKOBOAMTENS MEQULIMHCKON opraHM3aLmnn, B KOTOPOW NPOBOAUTCS KIMHUYECKOE NccrnegoBaHe G1MoMeanLmMHCKoro
KNEeTOYHOro MPoAyKTa, U (UNKN) opraHn3auuio, NonyyMBLLYIO paspelleHne Ha NpoBedeHUe KIMHWYECKOro 1ccrenoBaHust
GMOMEeaNLMHCKOrO KNeTo4YHOoro npoaykta. PeweHue O NpMOCTAHOBMEHUM KIIMHWYECKOro MCCNenoBaHus
BUOMEANLIMHCKOrO KNEeTOYHOro NpoaykTa NpMHUMAaET pyKoBOAUTENb MEOULMHCKON OpraHu3aumm, B KOTOPOW NpoBOANTCS
KNMMHWYEeCcKoe uccneqoBaHne GMOMeaULIMHCKOrO KNEeTOYHOro npoaykTa. PelleHve o npekpalleHnm Takoro nccrnegoBaHus
MPUHMMAET YNOMHOMOYEHHbI hefeparnbHblii OpraH UCMOMHUTENBHONM BNAacTU Ha OCHOBAHUM COOOLLEHNSI B MUCbMEHHOW
dopmMe pykoBoAUTENS MEAULMHCKON opraHuM3auuu, B KOTOPOW MPOBOAMTCS KIMHUYECKOE MWCCNefoBaHue
GUOMEANLIMHCKOIO KMEeTOYHOro NpoAdyKTa, WM opraHvM3auun, nornyymBLIEN pas3peLleHre Ha MpoBedeHue KIMHUYECKOro
ncecnegoBaHud 6VIOMGJJ,I/ILLI/IHCKOFO KNEeTOYHOro npoaykra.

8. B CpPOK, He I'IpeBbILLIaI'OLLI,MI7I naTn pa60q|/|x OHen co OHs 3aBepLieHna, NpnocTtaHoBNeEHNA U npekpalleHna
KITMHUYECKOro uccrnegoBaHna OMOMEOMULMHCKOrO KNEeTOYHOro npoaykra, coobuieHne o6 aTom HanpaenaeTca
MeONLUUNHCKMMN OopraHu3aumamMmmn, B KOTOPbIX NPOBOAUTCA KIMMHUYEeCKoe wuccnegoBaHue OMOMEANLIMHCKOIO KIEeTOYHOro
npoaykTa, B yrlOJ'IHOMO‘-IGHHbIVI cbep,epaanblVl opraH NCMOSTHUTENBbHOW BNacTu no YCTaHOBﬂeHHOVI nm cbopme.

9. YnonHoMou4eHHbIn doeaepanbHbii OpraH UCNOMHUTENBHOW BNAcTU pa3MeLlaeT Ha CBOEM odmuManbHOM canTe B
cetn "WHTepHeT" coobLieHne O 3aBepLleHWW, MPUOCTAHOBMAEHMM UMM MNPEKPaLLEHUN KIMHMYECKOrO MCCneaoBaHus
OMOMELMLMHCKOrO KIEeTOYHOro MpoAyKTa B CPOK, HE MPEBbILWAKLWMIA NATU pabodnx OHEW CO OHS ero nonyveHusi, B
YCTaHOBIIEHHOM UM MOpPSIAKE.

10. YnonHoMoYeHHbI chefepanbHbIi opraH MCMOMHUTENbHON BNacTW B COOTBETCTBUU C YTBEPXOEHHbIM UM
NnopsiiKOM OCyLLLeCTBRseT BeaeHne [ocynapcTBEHHOro peectpa uccrnegoBaTtenen, KOTopbln NOANEXUT pasMeLLeHnto Ha
odhmumanbHOM canTe YNONHOMOYEHHOTO dhefepansHOro opraHa UCMNONHUTENBbHOM BNacTu B ceTn "UIHTepHeT" 1 cogepxnT
OaHHble 06 nccneposatene (pamunus, UMsi, OTYECTBO, MECTO paboThl, 3aHMMaeMas LOIMKHOCTb, CNeunanbHOCTb, CTax
paboTbl MO nporpamMmaM KIIMHWYECKUX WCCIeAOBaHWIA, MNepeyYeHb KIMHUYECKUX MWCCrneaoBaHui (B TOM 4ducre
OMOMEONLMHCKUX KIETOYHbIX MPOAYKTOB), B KOTOPbIX OH MNPWHMMan y4yacTMe B Ka4yecTBe MWccrnegoBaTtenst Wnm
couccriegosartens, 1 nepuoabl ero yyactus).

11. OTyeT O pesynbratax KIMHUYECKOro MccrieqoBaHust GMOMedMUMHCKOrO KMeTOYHOro NpoAdykTa COCTaBseTCs
opraHusalmeii, OCYLLeCTBNSAOLIEeN opraHu3auuio MpoBedeHUs KIMHUYECKOro uccrenoBaHus 6GroMeauuUMHCKOro
KNETOYHOro MpOoAYyKTa, W MNPEACTaBMnsaeTcA B YNOMHOMOYEHHbIN deaepanbHblii opraH WCMOMHUTENbLHON BMacTw,
BblOaBLUUIA paspelleHne Ha NpoBedeHne 3TOro UCCredoBaHusl, B CPOK, He MPEeBbILLAloWNA TpeX MecsaLeB CO OHS ero
3aBeplUeHNs, MPUOCTAHOBMNEHNS UMW NpeKpalleHus, B MNopsaKe, YCTAHOBMEHHOM YMNONMHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOMHUTENbLHOW BMAaCTW.
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12. TMNopsagok BbiBo3a M3 Poccunckon depepaumm OMonornyeckoro marepuana, Mony4YeHHOro npyv nNpoBegeHun
KITMHUYECKOTro uccnefoBaHus OUOMEOULMHCKOrO KIEeTOYHOro MpoAyKTa, AN ero M3yyYyeHus B Lensx [aHHOoro
KNUHNYECKOro nccnenoBaHus ycraHaesnuasaetca NpasutensctsoMm Poccuiickon denepavmu.

Ctatba 30. MexayHapooHoe MHOroueHTpPOBOE KIIMHU4YeCKOoe uccnegoBaHue O6MOMeaULIMHCKOTO
KJIETOYHOIrO NpPOAYKTa, MOCTPErMcTpauuoHHoe KJIMHM4YEeCKoe uccrieqoBaHMe OMOMEeAULMHCKOro KieTo4yHOoro
npoAaykra

1. MexayHapogHOe MHOTOLIEHTPOBOE KIMHUYECKoe uccrneaoBaHne GUOMeOMLIMHCKOro KIeToYHOro npoaykTa B
Poccuiickoit depepauuyv UNU MNOCTPErncTpaUMOHHOE KMUHUYECKOe UCCcreaoBaHne GUOMeaULMHCKOTO KMeTOYHOro
npoayKkTa NpoBOAWUTCS Ha OCHOBAHUWM paspelleHVsl Ha NpoBefeHMe KITMHWUYECKOro uccrieqoBaHusi GromeauLMHCKOro
KMEeTOYHOro NpoAyKTa, BblAaHHOIO YNOMHOMOYEHHbIM ddefepanbHbIM OpraHOM UCMOMHUTENBHON BMACTU NO pesynbratam
SKCMEepTU3bl KayecTBa BGUOMEOULIMHCKONO KNETOYHOro MPOoAyKTa, SKCMepTUsbl JOKYMEHTOB AN MONyYeHus paspeLleHns
Ha npoBedeHNe MEXOYHApOOHOr0 MHOIOLIEHTPOBOrO KIMHWYECKOrO0 WCCredoBaHUs OUOMEOMLMHCKOrO KMeTOYHOro
NPoAyKTa WAM MOCTPErMCTPALMOHHOMO KIIMHUYECKOrO WCCredoBaHMs GUOMEAMUMHCKOTO KIeTOYHOro MpoaykTa W
3TUYECKOMN 3KCNEepTU3bI.

2. inst nony4yeHus paspeLleHnsl Ha NpoBeAeHNe MeXOYHapOAHOrO MHOMOLIEHTPOBOMO KITMHUYECKOIO UCCIeqoBaHus
GUOMEONLIMHCKOIO KINEeTOYHOro NpoAyKTa UMM MOCTPErncTpauMoHHOrO KIMMHUYECKOro MccreqoBaHns GUoMEeanLMHCKOro
KNETOYHOro MPOAYKTa OpraHM3auusi, OCYLIEeCTBMNAIWAs OpraHu3aunio NpoBedeHUs KIUMHUYECKOro WCCreaoBaHus!
BUOMEOULIMHCKOrO KNEeTOYHOro NpoaykTa (Aanee B HACTOALLEW CTaTbe - 3asBUTENb), NPEACTABNAET B YNONHOMOYEHHbIN
defepanbHbI opraH UCNONMHUTENBHOW BNacTy crnedyoLlmne JOKYMEHThI U CBeeHUS:

1) 3asiBNeHVe O Bblgaye paspelleHnsi Ha TNpPOBeAeHUe MEXOYHapOAHOr0 MHOTOLEHTPOBOIO  KIMHUYECKOro
nccrnefoBaHuss GUOMEAOULMHCKOIO KIIETOYHOTO MPOAYKTA MMM MOCTPErncTpaumMoHHONO KIIMHUYECKOTO WcCredoBaHus!
G1OMEONLIMHCKOIO KIIETOYHOro NPoAYyKTa;

2) pekBM3UTbI AOKYMEHTa, NOATBEpXAaloLwero ynnaTy rocygapCTBEHHOW MOLUMWHBLI 33 Bblgayy paspelueHus Ha
npoBefeHne MexayHapoAHOro MHOMOLIEHTPOBOIO KIMHNYECKOro MCCrneaoBaHnst OBMOMeaULIMHCKOrO KeTOYHOro NpoaykTa
N1 3a Bblgadvy paspelleHns Ha npoBedeHue MOCTPErncTPauMOHHONO KITMHUYECKOro nccneqoBaHns 6GrnomMeamumHCKoro
KneToyHoro npogykra, nMbo cam 3TOT OOKYMeHT (Mo cobCTBeHHOW uHuumatuee). B crnyyae HenpeacTtaBneHUs 3TOro
AOKYMEHTa YMONMHOMOYEHHbIN eaeparnbHbii OpraH WCMONHUTENBbHOW BNacTW Ha OCHOBAHMM MNpeacTaBneHHbIX
3asBMTENEM PEKBU3WUTOB 3TOO AOKYMeHTa npoBepsieT dakT ynnaTbl roCyAapCTBEHHOW MOLUMMHBbI C MCMOMb30BaHWEM
nHdopmaumm 06 ynnate rocyaapCTBeHHbIX MOLWSWH, cogepXalleinca B focyaapcTBEHHOW MHMOPMaLMOHHOW cucTteme o
rocyaapCTBEHHbIX M MyHULUNAMbHBIX nnarexax;

3) OTYET O OOKINMHUYECKMX UCCneaoBaHUsX GMoMeaMUMHCKOro KNeTo4HOro npoAykKTa M OT4eT O NpoBEeAEHHbIX
paHee KNMnHN4YeCcknx nccrnegoBaHnAax BromeoMUNHCKOro KNeTo4Horo npoaykrta (I'Ipl/l HaJ'II/I‘-II/IM);

4) npoeKkT nNpOTOKONa MEXAYHapOOHOro MHOMOLEHTPOBOMO KIMHUYECKOrO MWCCreaoBaHus GuomeamLMHCKOro
KNEeTOYHOro npoAykTa WM MOCTPErncTpaLuoHHOIO KIMMHUYECKOro MWCCrnefoBaHnst GUOMEAMLMHCKOrO KreTovYHOro
NpoayKTa;

5) 6polutopa uccneposartens;
6) MHCPOPMALIMOHHBIN NNCTOK NaUNeHTa;

7) cBegeHus ob onbiTe pa60TbI nuccnegosarenen no COOTBETCTBYOLWMM cneunaribHOCTAM U UX OnbiTe paGOTbI no
nposeneHno KNnnMHNYeCckmnx nccnegoBaHnii BUOMEONLIMHCKUX KNETOYHbIX NPOAOYKTOB;

8) cBedeHMA O MeOMLMHCKUX oOpraHvM3auusix, B KOTOpbIX npeanonaraetcs MNpoBedeHMe KIMHUYECKOro
nccnenoBaHus BGMOMeOMLMHCKOTO KNEeTOYHOro npodykta (MonHoe M COKpallleHHOe HaWMEHOBAaHWUs, OpraHu3aLMOHHO-
npaBoBas OPMa, MECTO HaxOXOEHUss U MEeCTO OCYLLECTBMeHUs aeaTtenbHocTU, TenedoH, Tenedakc, aapec
3MEeKTPOHHOW MOoYTbI, CBeAeHUsa 06 akkpeauTauuu Ha NpaBo NPOBeAeHUs KIMHUYECKMX UccrenoBaHuin GuoMeanLIMHCKIUX
KMETOYHbIX NMPOAYKTOB KaXdoN MeaMLUMHCKOM opraHnsaumn);

9) npeanonaraemble CPOKU NMPOBEAEHUS KITMHUYECKOTO UCCIEAoBaHNs GMOMEANLMHCKOrO KIETOYHOIO NPOoAyKTa;

10) konua goroBopa 06A3aTenbHOro CTpaxoBaHWSA, 3aKMOYEHHOTO B COOTBETCTBUM C TUMOBLIMU MpaBunammu
0043aTeNbHOr0 CTPaxoBaHWsA, C yKasaHuem MpedenbHON YWUCHEHHOCTU MaLMeHTOB, YYacTBYHOLIMX B KIMHWYECKOM
nccnenoBaHMM GUOMEONLIMHCKOIO KIIETOYHOIo NPoayKTa;

11) nHdpopmMaLms o cocTaBe GUOMEOULIMHCKOTO KINETOYHOrO NPoAYKTa;

12) [OKYMEHT, COCTaBleHHbIi Npou3BoAUTENEeM OGUOMEOMLMHCKOrO KIETOYHOro MpodyKTa W codepKalliuii

cBegeHnda o Ka4eCtBeHHOM COoCTaBe, KOJIN4YECTBEHHOM COCTaBe U UHble XapakKTEepPUCTUKA OGMOMEONLMHCKOIO KINETOYHOro
npoaykTa, npousseaeHHOro anda nposeaeHmna KnmHnM4YeCckmnx nccrnegoBaHun.
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3. B cpok, He npeBblWaoWmn Nt pabounx OHEW CO OHS NPEeAcTaBNeHUs yKasaHHbIX B 4acTu 2 HacTosLUen
cTaTby JOKYMEHTOB U CBEAEHMWN, YNOITHOMOYEHHbIV doeeparnbHbI OpraH UCMONMHUTENBHON BracTu:

1) NPOBOAMT NMPOBEPKY MOSNHOTLI M OOCTOBEPHOCTM CBEAEHU, codepXalluxcs B NMpeacTaBreHHbIX 3asiBUTENEM
[OKYMEHTaXx;

2) npuHMMaeT pelleHne O MPOBEdEHUU IKCMEePTU3bl KavyecTBa OUOMEAMUMHCKOrO KMEeTOYHOro npoaykTa,
9KCMepTM3bl [OKYMEHTOB ANS MONy4YeHUsl paspelleHuss Ha npoBedeHWe MeXAyHapoOHOro MHOFOLEeHTPOBOro
KMMHUYECKOTO MCCNeaoBaHus OMOMEAMLMHCKOrO KIETOYHOrO MPOAYKTa WAM MNOCTPErncTPaLMoHHOMO KIMHUYECKOro
nccrnefoBaHnst GMOMEeAMUMHCKOTO KMEeTOYHOro MpoAdyKTa M 3TMYECKOW akchnepTusbl Nnbo o6 oTkase B npoBedeHun
yKasaHHbIX 3KCNepTus;

3) yBeooMnsieT B MMCbMEHHON hopMe 3asiBUTENSI O NPUHATOM peLleHun (B crnydae NpuHSATUS pelleHnst oo oTkase
B NPOBEAEHUN COOTBETCTBYIOLLEN 3KCMEPTU3bI YKa3bIBAET NMPUYUHBLI TAKOTO 0TKasa).

4. B cny4vyae BbldBNEeHNUA HENONMHOTbl WM HeaoCTOBEPHOCTU cBegeHun, cogepXawmnxca B MaTtepuanax,
npeacrtaBl/ieHHbIX 3aAaABUTENEM, yrIOJ'IHOMO‘-IeHHbIl7I cbep,epaanblVl opraH NCMNOSTHNTENBbHON BRacTu HanpaBndeTt
3adaBUTENO 3anpoc 06 YTOYHEHUN YyKa3aHHbIX cBegeHnin. [aHHbIn 3anpoc Moxet ObITb nepegaH ynoriIHOMOY€HHOMY
npencraBUTernto 3adaBuUTend JNIM4YHO Noa pacnucky, HanpaerieH Nno no4vTte 3aka3HbiM NMMCbMOM UMK nepedaH B SJ'IeKTpOHHOI;I
(i)OpMe no TeNeKOMMYHUKaUNOHHbIM KaHallamMm CBA3WN. B cny4vae HanpasrneHua OaHHOro 3anpoca Mo rno4vYte 3aka3HbiM
NMMCbMOM OH CYUTaeTCcA NnonyvYeHHbIM No NUCTEYEHUU LLIEeCTU OHen ¢ aaTbl HanpaBleHunA 3aKa3Horo n1ucbma.

5. 3asBuTtenb 0643aH NpeAcTaBUTbL OTBET HA 3anpoc YNoSIHOMOYEHHOro dheaepansHOro opraHa UCNOSTHUTENbHOM
BNacTu B CPOK, HE MpeBbIaloLWMin AeBsHOCTa paboumx AHer Co OHS MoSlyYeHnst 4aHHoro 3anpoca. CpoK, yKasaHHbIN B
YyacTu 3 HacTosALLEN CTaTbW, NPUOCTAHABNMBAETCS CO AHS HanpaBneHusl 3asiBUTENI0 YKasaHHOro B YacTu 4 HacTosiwen
cTaTby 3anpoca ynorfiHOMOYeHHoro dpefeparnbHOro opraHa WCMONMHUTENbHON BNacTu 40 AHS MOMNy4YeHus UM oTBeTa Ha
JaHHbIA 3anpoc U He Y4YUTLIBAETCS MPU UCHUCIIEHMU Cpoka MPUHSATUS YMOMHOMOYEHHbIM hegepansHbiM opraHoM
UCMONHUTENBHOW BMacTW pPEeLLEHNs O MPOBEAEHUM 3SKCMepTM3bl kavyecTBa GMOMEOMLMHCKOrO KIIeTOMHOrO MNpoAayKTa,
9KCMepTU3bl OOKYMEHTOB [N MOJlyYeHUs paspelleHusl Ha MpoBedeHne MeXAyHapO4HOTO MHOFOLeHTPOBOro
KIMMHUYECKOro UCCrefoBaHns GMOMeOMLUMHCKOTO KMETOYHOro npodykTa WM MOCTPErMcTpaumMoHHOTO  KIMHUYECKOro
nccnenoBaHms GUOMEOULIMHCKOIO KIIETOYHOro NpoayKTa.

6. OcHoBaHMeEM p[nisi OoTkasa B NPOBEOEHMWU 3KCMEPTM3bl KayecTBa OMOMEOULMHCKOrO KMETOYHOro MpOoAyKTa,
9KCMepTU3bl [OKYMEHTOB [ANs NOMyYeHUs paspelleHusi Ha MpoBefeHWe MeXAYHapOAHOro MHOFOLEHTPOBOro
KMUHUYECKOr0 UCCreoBaHns GUOMeaMLUMHCKOTO KNETOYHOro MpoaykTa Whu MOCTPErMcTPauMOHHOIO  KIMHUYECKOro
nccnefoBaHusi GMOMEONLMHCKOrO KMEeTOYHOro MNpoaykTa W 3TMYECKOM 3KCMepTUsbl SIBRSIETCS NpeacTaBrneHue
OOKYMEHTOB, NpPeAyCMOTPEHHbIX 4YacTblo 2 HacTosileh cTaTbM, B HEMNONMHOM 0Obeme, HenpeacTaBneHue B
YCTaHOBMEHHbIA CPOK OTBETA Ha YKasaHHbIA B 4acTu 4 HacTosiLei cTaTbM 3anpoc YNONHOMOYEHHOro (hefeparbHOro
opraHa WCMOMNHUTENbLHOW BnacTu Nbo OTCYTCTBUE B NpeCTaBlEHHbIX LOKYMEHTaxX CBEeAEHUN, KOTOpble AOMKHbI ObiTh
OTpaxeHbl B HUX, @ TakKe OTCYTCTBUE MHDopMaLIMK, NOATBEPKAAIOLWEN YNNaTy rocy4apCTBEHHOW MOLUMMHEI 3@ Bblgady
paspelleHnsi Ha NpPOBEAEHME MEXOYHapOAHOrO MHOTOLEHTPOBOMO KIIMHUYECKOTO WCCRedoBaHus GuomMeamLMHCKOro
KNEeTO4YHOro MpoAdyKkTa WNM paspelleHus Ha MNpOoBeAeHUe NOCTPErMcTpPaumoHHOMO KIMHWMYECKOrO MWCCrefoBaHUs
BGUoMeaNLIMHCKOrO KIETOYHOro NPoAyKTa.

7. lMNpoBedeHne askcnepTu3bl kavyecTBa GUOMEOMLMHCKOrO KIETOYHOro MpOoAyKTa, 3KCNepTM3bl JOKYMEHTOB AJIs
NoNyYyeHnsa paspelleHns Ha npoBefeHue MeXAyHapoOHOro0 MHOIOLEHTPOBOMO KITMHMYECKOrO MWCCneaoBaHus
BGUOMEANLIMHCKOrO KMETOYHOMO NPOAYKTa WM MOCTPErnCTPaLUOHHOIO KITMHUYECKOrO MCCreqoBaHUs GUOMEANLIMHCKOro
KIMEeTOYHOro npogykTa M 3TMYECKOW JKCNepTM3bl U Bblgaya paspelleHnss Ha npoBefeHne MeXAyHapoOHOoro
MHOTOLIEHTPOBOIO KITMHWUYECKOro MCCrneaoBaHmMs GMOMELMLMHCKOrO KIETOYHOIro NpOoAyKTa UM MOCTPErMCTPaLMOHHOIO
KITMHUYECKOro uccrnegoBaHust 6MoMeuLMHCKOro KIIETOMHOIo NpoAdykTa OCYLLECTBNSATCS B COOTBETCTBMM CO CTaTbsiMU
14 - 17 HacTosilwero ®egeparnbHOro 3akoHa.

8. PelueHuns 06 oTkase B NpOBeAEHUN SKCNepTU3bl kKayecTBa BUOMEANLIMHCKOrO KNEeTOYHOro NpoayKTa, SKCnepTuabl
AOKYMEHTOB [ANS MONyYeHUs paspelleHns Ha npoBedeHue MeXOyHapOo4HOro MHOTOLEHTPOBOMo KMMHUYECKOTo
nccnenoBaHuss GUOMEOULIMHCKOrO KIETOYHOro MPOAYKTa WU MOCTPEerncTpaumMoHHOMO KIMHUYECKOTro WUccrenoBaHust
BGUOMEAMLMHCKOIO KMETOYHOro MpodyKTa M 3TUYECKON SKCMepTUsbl M B Bblgade paspelleHuss Ha nposeaeHue
MEXOYHapOAHOIr0 MHOFOLEHTPOBOrO KIMMHUYECKOrO WCCNeAoBaHUs OMOMEAMLMHCKOrO KIeTOYHOro npodyKta wunu
NOCTPErncTPaLMOHHOIO KIMHUYECKOTO UCCreaoBaHns GUoMeanLIMHCKOro KNeToYHOro npoaykTa MoryT BbiTb oGXanosaHbl
B nopsake, yCTaHOBMNeHHOM 3akoHoaaTenscTBoM Poccuiickon degepaumm.

Cratba 31. lpaBa nauueHTa, y4yacTBYIOLWEro B KIMWHUYECKOM UCCNefoOBaHUU OMOMEAULUHCKOro
KNeTOYHOro npoaykra

1. Yyactve naumeHTa B KIMHUYECKOM WCCreaoBaHMM OMOMEOMUMHCKOro KreToYHOro npoayKTa HABNAETCA
ﬂOﬁpOBOJ‘IbeIM n noaTeepxXxgaeTca ero noannucbio nnn NoAnNUCb0 ero 3aKOHHOIro nNpeacTaBuUTeENA Ha I/IHq.)OpMaLLI/IOHHOM
JNTINCTKEe nauneHTa.

2. MaumeHT nnm ero 3aKOHHbIV NpeacTaBUTENb JOMKEH ObITb MHPOPMUPOBAH B NUCbMEHHOW hopMme:


%5Cl%20Par425%20%20%5C
%5Cl%20Par438%20%20%5C
%5Cl%20Par442%20%20%5C
%5Cl%20Par425%20%20%5C
%5Cl%20Par442%20%20%5C
%5Cl%20Par207%20%20%5C
%5Cl%20Par207%20%20%5C
%5Cl%20Par235%20%20%5C

1) 0 GMOMEANLMHCKOM KIETOYHOM MPOAYKTE;
2) 0 uenu 1 NpoAoIHKUTENBHOCTU KITMHUYECKOro UCCreaoBaHns BUOMEAMLMHCKOTO KIMETOYHOTO NpoayKTa;

3) 0 rapaHTusix KOHMUOEHUMaNbHOCTU y4yacTUs B KIMHWYECKOM UccrefoBaHuM GUOMELMUMHCKOrO KNETOYHOro
npoaykTa;

4) 06 ycrnoBusix y4actusi B KNMMHUYECKOM MCCIeaoBaHnM GMOMeanLMHCKOrO KIeTOMHOMO NpoayKTa;

5) 06 oxngaemon achHeKTMBHOCTM BUOMEONLIMHCKOrO KNETOYHOIO NPOAYKTa, a Takke O CTENEHU pUcKa, KOTOPOMY
MOXET MOABEPrHyTbCSA MaLMEeHT B CBS3W C y4acTMEM B KIIMHUYECKOM WCCrenoBaHUM GUOMEOMLIMHCKOTO KMETOYHOro
NpoayKTa;

6) o0 pOeicTBMAX MNauueHTa B crnydvae HenpeaBuOeHHbIX 3dMEKTOB BMUSHUSA GUOMEOULIMHCKOTO KIETOYHOro
NpoAyKTa Ha COCTOSIHWE ero 3[10POBbS;

7) 006 ycnoBuax 06s13aTensLHOro CTpaxoBaHUA XU3HN 1 300pOBbA NauneHTa.

3. lauMeHT unn ero 3akoHHbIN npeacrtaBuTesib UMeeT npaBo OTKas3aTbCA OT y4yactuAaA B KITMHUYECKOM
nccneaoBaHnmn GoMeanLMHCKOro KIeToMHOro NpoAYKTa Ha nobown ctagun npoesegeHnd Takoro nccrnenoBaHua.

4. lpoBefeHne KIMHUYECKOro mnccrefoBaHns BUOMEOMLMHCKOIO KMEeTOYHOro NMpPoAyKTa C y4acTMeM B KavecTBe
NauMeHTOB [eTel [OoMycKkaeTcs TOMbKO C MUCbMEHHOro [obpoBOMbHOrO cornacust uMx pogutenen. et moryTt
paccmaTpuBaTbCsl B KayecTBe MauMEHTOB TaKOro UcCredoBaHWsi B criyvyae, ecnu ero nposedeHve Heobxogumo ans
nedyeHusi 3aboneBaHust y paHHoro pebeHka. B aTux cnydyasix Takoe uWccrnegoBaHUME MOXKET OCYLLECTBNSATLCA Ha
OCHOBaHWUM pELLEHUS KOHCUIMYMa BpaYver, Co3gaBaemMoro B COOTBETCTBMM ¢ PenepanbHbiM 3akoHOM OT 21 Hos16ps 2011
roga N 323-03 "O6 ocHoBax oxpaHbl 340poBbs rpaxaaH B Poccuiickon ®egepaumm”, 0 BO3MOXHOCTU y4acTusi pebeHka
B KIMHWYECKOM WcCriefoBaHuM OUOMEAMLIMHCKOIO KINETOYHOro MpogykTta M Mpu YCOBMU, YTO TakoMy MCCIEeLOBaHUio
npeLwecTBoOBarno uccrnegoBaHne AaHHOro GMOMELMLMHCKOIO KIEeTOYHOro NpoaykTa Ha COBEPLUEHHONETHUX rpaxaaHax,
3a WCKIIOYEHUEM Cry4yaeB MPOBEOEHUS KIMHUYECKOro WccrneaoBaHus OMOMeOMUMHCKOrO KIeTOYHOro npoaykTa,
npeaHa3Ha4YeHHoro Ans nedeHnst 3aboneBaHnn UCKITYNTENBHO Y AETEN.

5. ,D,OI'IyCKaeTCFl npoeefeHne KrnnmHn4eckoro nccrengosaHusA OromegMUMHCKOro KneTo4Horo npoaykTa Cc ydactmem B
KayecTtBe nauueHta numua, Npm3HaHHOro B YCTAaHOBJIEHHOM 3aKOHOM Mopsanke HegeecnocoOHbIM 1nn orpaHun4eHHo
0EeecnocobHbIM, C MMCbMEHHOTO D,OGpOBOJ'IbHOI'O cornacua ero 3akoHHOro npeacrtaBuTens. PelueHne o BO3MOXHOCTU
y4yacTua yKa3aHHOro numua B TakKOM KITMHUYEeCKOM uccrieaoBaHumn npuHUMaeT KOHCUIMNMyM Bpaqe|7|, B COCTaB KOTOpPOro
BXOOAT cneunanncTbl No ﬂpOd)I/IﬂPO 3aboneBaHns NaUueHTa.

6. 3anpeu.|,aeT09| npoeegeHmne KnmHn4ecKkoro ncernegoBaHna BGMOMEONLIMHCKOIO KNETOYHOro npoAykKTa C ydactmnem B
Ka4yecTBe nNauneHToB:

1) OeTen-cMpoT U AeTen, OcTaBLUMXCA Oe3 nonevYeHns poantenen;

2) XeHWWH B nepuos 6epeMeHHOCTU, POAOB, KEHLUMH B Mepuog rpyoHOro BCKapMIMBAHWS, 3a MCKITIOYEHWEM
Cry4YaeB, ecriv COOTBETCTBYIOLLUA METOA NeYeHuss npegHasHaydeH Anst 3TUX NauueHTOB U NpU YCINOBUM MPUHATUS BCEX
HeoBXoAMMBIX Mep MO UCKIIOYEHWIO pUCKa NPUYUHEHUS BPeLa KeHLUHe B nepuog 6epeMeHHOCTU, podoB, KEHLUNHE B
nepuos rpyaHoro BCKapMnBaHus, Nnoay unm pebeHky;

3) BOEHHOCNyXallMX, 3a UCKMNIOYEHWEM CriydaeB MpoBedeHMsT KITMHUYECKOro MUCCnenoBaHus GuomeanumMHCKOro
KMEeTOYHOro nNpoaykTa, cneumansHo pa3paboTaHHOro Ans NPUMEHEHUs B YCMOBUAX BOEHHbIX AEVCTBUN, Ype3BblHaniHbIX
cuTyauun, npoduNakTUKM K neveHus 3aboneBaHUn W NOPaXkKeHWN, MOMyYeHHbIX B pe3ynbrate BO3AENCTBUSA
HebNaronpuATHbIX XUMWUYECKMX, OMONOrMyecknx, pagmaunoHHbIX (akTopoB. KnuHuyeckoe uccrnegoBaHue Takoro
BGUoMeanNLIMHCKOrO KIEeTOYHOro NpoaykTa MOXET NPOBOAMTLCS C y4acTMeM B KayecTBe MauveHTOB BOEHHOCNYyXaluux, 3a
UCKITIOYEHNEM BOEHHOCNYXallMX, MNPOXOASALWMX BOEHHYK cnyxby no npusbiBy, ¢ cobrniogeHnem TpebosaHun,
YCTaHOBIEHHbIX HacToAWMM PefeparnbHbiM 3aKOHOM B OTHOLLEHUW FpaXa4aHCKUX Nnu;

4) cOTpyOHWNKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, OTObLIBAKOLWINX HakasaHMe B MeCTax NuweHust cBoboabl, a TakkKe Inuu, Haxodswmxcsa nog CTpa)Keﬁ B
cnencTBeHHbIX n3onaTopax.

Ctatba 32. OGsA3aTenbHOe CTpaxoBaHWE XU3HWU, 340POBbsS MaUUEHTa, Y4YacTBYHOLEro B KIUHUYECKOM
nccnepoBaHUMM 6MOMEAULIMHCKOrO KIIETOYHOro NpoaykKTa

1. OpraHusauusi, MonyuyumBlUasl paspelleHne Ha OopraHu3auuilo MNpPoBedeHWUsl KIMHUYECKOrO WCCreAoBaHus
GUOMEONLIMHCKOIO KIETOMHOro MpodykTa, obsisaHa B KayecTBe CTpaxoBaTeslsl CTpaxoBaTb PUCK NMPUUYMHEHUS Bpeaa
XKM3HW, 300pPOBbI0 NaUMeHTa B pesynkTate NPoBedeHUst KINMHWYECKOro MccrieqoBaHus G6MoMeanUMHCKOrO KIeToYHOro
NpoAyKTa 3a CBOW CYeT NyTeM 3akioveHns OoroBopa 06A3aTenbHOro cTpaxoBaHus.
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2. Ob6bekTOM 00sa3aTenbLHOro CTpaxoBaHNA ABIAETCA VIMYLLI,eCTBeHHbIﬁ MHTEpPEeC nauuneHTa, CBA3aHHbIA C
npuynHeHmem Bpeda XW3HW, 300POBbLHO MauneHTa B pe3ynbrate npoBefeHUA KIMHUYEeCKOro uccrnegoBaHud
Br1omMeagnUMHCKOro KNeTo4YHOro npoayKTa.

3. CTpaxoBbIM Criy4aeM Mo [A0roBopy 0bs3aTenbHOro CTpaxoBaHUA SBMSAETCA CMEepTb NauueHTa Unu yxyalleHue
€ro 300poBbs, B TOM YMCe Brekyllee 3a cOGO YyCTaHOBMNEHUE MHBANMUMOHOCTM, NPU HANMYUU NPUYNHHO-CREACTBEHHOM
CBA3N MeXOy HacTynneHWeM 3Toro coBbiTUA U ydyacTMeM nauueHTa B KNUHUYECKOM WUCCNeaoBaHnM GUOMEOULIMHCKOrO
KMETOYHOro NpoaykTa.

4. Tpe6OBaHI/IF| O BO3MeLlleHnn Bpeaa, Nnpu4NHEHHOrO XXN3HU U 300POBbLI0 NaUuneHTa, NpeabABnATCA B Te4eHne
CpoKoB MCKOBOM AABHOCTH, YCTaHOBJTIEHHbIX rpaXXAaHCKMM 3aKOHOOaTeNIbCTBOM.

5. Pasmep CTanOBOVI CyMMbI NO OOroBopy 006s13aTenbHOro CTpaxoBaHuA coCTaBnAaAeT ABa MUJIIJIMOHaA py6ne|7|.
6. Pasmep CTanOBOVI BbiMnJiatbl N0 4OroBOpy obsi3aTensbHoro CTpaxoBaHuaA COCTaBIAET:

1) B cry4yae CMepTu MauMeHTa ABa MUIIMOHA pybrel Ha Kaxdoro nauueHTa, y4yacTBOBABLUEMO B KIIMHUYECKOM
nccnenoBaHMM GUOMEANLIMHCKOIO KIIETOYHOIO NPOAYyKTa;

2) Npu yXyaWweHUn 300poBbs NauueHTa:

a) noBrekwem 3a cobON yCTaHOBMEHWEe WHBanMUAHOCTU | rpynnbl, OAWUH MWFIIMOH MSTbCOT ThicAY pybren Ha
KaKOoro nauueHTa, y4acTBOBaBLLENO B KIMHUYECKOM UCCredoBaHUM BUOMEANLMHCKOTO KIETOYHOrO NPoayKTa;

©) noenekwem 3a cobow ycTaHOBreHne UHBanuaHocTy Il rpynnbl, OAMH MUNNWOH pybnen Ha KaXxaoro naumueHTa,
y4acTBOBaBLUErO B KMMHUYECKOM UCCreaoBaHMM GUOMEAULIMHCKOIO KNETOYHOMO NPOoAYKTa;

B) NMoBrekwemM 3a coboit ycTaHoBneHne nHeanvaHocTy Il rpynnbl, NATbCOT ThicAY pyornei Ha Kaxagoro nauueHTa,
y4YacCTBOBABLUErO B KITMHWYECKOM MCCNeaoBaHny 6GMoMeanLUMHCKOrO KNeTOMHOMo NpoayKTa;

r) He NoBneKlWeMm 3a CoOON YCTAaHOBMEHWSI MHBaNMAHOCTU UMM MOBMEKLWEM YBEMUYEHUE CTeNeHW OorpaHuYeHust
XU3HeOdesaTeNnbHOCTM UHBanuaa 6e3 usMeHeHus rpynmnbl UHBaNMAHOCTK, He Gonee YeM TpUCTa ThicsaY pybner Ha Kaxaoro
nauueHTa, y4yacTBOBaBLUErO B KIMHWMYECKOM WCCMedoBaHUM OMOMeOMLMHCKOTO KIEeTOYHOro MNpoAykTa, ucxods W3
HOPMaTMBOB, OTPaXaloLLMX XapaKTep W CTeneHb MPUYMHEHMs Bpeda 340POBbIO, a Takke (DaKTUYECKU MOHECEHHbIX
naunueHTOM pacxXodoB, CBSI3aHHbIX C MPUYMHEHMEM Bpeda 340POBblo, Ha MeAWLMHCKYI TMOMOLLb, NpuoGpeTeHune
neKapcTBEHHbIX NpPenapaToB U MeOULUHCKUX U3aenuii.

7. [HoroBop 06s3aTenbHOIO CTPaxOBaHWS 3aK/loyaeTcs Ha CpoK, OxBaTblBalOWMW Mepuos npoBeaeHus
KMUHWUYECKOro uccrieqoBaHnst GOMEQULIMHCKOTO KIMETOYHOIO NMPOAYKTa, U He MeHee YeM Ha OAWH rof Nocrie OKOHYaHus!
NpoBeaeHNs KIMHUYECKOIO UCCreqoBaHna GUOMEAMLMHCKOrO KIETOYHOro NpoaykTa.

8. Ycnosus porosopa 06si3aTeNbHOrO CTpPaxoBaHWsi, B TOM 4YWCHE CTpaxoBble Tapudbl Mo 06si3aTenbHOMY
CTPaxoBaHuIo, NepeyeHb HeobXxoaMMbIX LOKYMEHTOB ANS1 OCYLLECTBMEHNS CTPAxXOBOM BbiNmaThkl, NOPSA0K YCTAHOBNEHUS
CTpaxoBaTefneM MHAMBUAYarNbHOTO MOEHTUMUKALMOHHOIO Koda nauneHTa, nopsaok UHOPMUPOBaHUS CTpaxoBaTenem
CTPaxoBLUMKa O MPUBMEYEHHbIX K KIUHUYECKOMY MCCReAoBaHM0 GMOMEAMLMHCKOrO KNETOYHOrO MpoAyKTa MauueHTOoB,
nopsidoK ynnatbl CTPaxoBOW Npemuv, MOPSAOK peanu3aumy onpeferieHHbIX HacToswmM ®egepanbHbiM 3aKOHOM U
Apyrumun defepanbHbIMM 3akoHaMu npaB M 0bs3aHHOCTEN CTOPOH, HOPMAaTUBbLI, OTPaXalliMe XapakTep U CTeneHb
NOBPEeXAeHUs 300pOBbA MO [OroBopy 00s3aTenbHOro CTpaxoBaHWHA, YCTaHaBNMBAOTCA TUMOBbIMU MNpaBunamu
0bsA3aTensLHOro CTpaxoBaHus.

9. B cnyyae npuuuHeHMs Bpeda XWU3HW MauMeHTa, ydyacTBOBAaBLUEro B KIMHWYECKOM WCCreqoBaHMK
BUOMEOULIMHCKOIO KINIETOYHOro NPoAyKTa, BbirogonpuobpeTtaTenamm no 4oroBopy 0643aTenbHOro CTpaxoBaHnusa ABNSATCA
rpaxkgaHe, vMelollMe MpaBoO Ha BO3MeLLeHWe Bpeda B criyvyae CMEepTV KOpMWMbLa B COOTBETCTBUM C IpaKdaHCKUM
3aKOHOAATENbLCTBOM, MPU OTCYTCTBUM TaKuMX TpakdgaH - PoAUTEnu, cynpyr (cynpyra), OeTW YMepLUero nauueHTa,
y4yacTBOBaBLUEro B KMMHMYECKOM MCCIieqoBaHnM GMOMeaMUMHCKOro KIeToYHOro NpoaykTa, B Cllyyae CMepTu nauueHTa,
y4yacTBOBaBLUETO B KITMHMYECKOM WcCrnedoBaHUM GUOMEOULMHCKOrO KNeTOYHOro npoAyKTa M He WMeBLUEero
CaMOCTOATENBLHOIO A0X0Aa, - rpaxaaHe, Ha WKAMBEHUM KOTOPbIX OH HaxOAMNCH, B OTHOLUEHUM BOSMELLEHWUA pPacXoOoB
Ha norpebeHne nauueHTa, y4acTBOBaBLUEro B KNUHUYECKOM UCCrenoBaHunm 6MoMeauUmMHCKOro KNeToMHOro npoaykTa, -
MU0, NMOHECLLEe Takue pacxobl.

10. CTanOBaﬂ BbiMjlata B CYeT BO3MelleHUA Bpeda, NPUYMHEHHOro XW3HW nNauueHTa, y4dacTBOBaBLUEro B
KNMHNYECKOM uccnegoBaHnm 6GUoMeguLMHCKOTO KIE€TOYHOro npoaykKrta, pacnpepgendetcd Mexay
BbII'OD,OI'IpI/IO6peTaTeJ'IF|MI/I nponopunoHaribHO NX KONMNM4YeCTBY B paBHbIX O0NAX.

1. ﬂle HacTtynneHnm CTpaxoBOro crny4yad nauuneHT, y‘-IaCTBOBaBIJJI/Iﬁ B KIIMHNW4YECKOM wuccrnegoBaHnUmn
OMOMEeaMNLMHCKOrO KNEeTOYHOro NpPOAYKTa, BbII'O,CI,OFIpI/IO6peTaTeJ'Ib no [oroeopy 006s13aTenbHOro CTpaxoBaHuA BhnpaBe
npeobABUTb HenocpenCcTBeHHO CTpaxXOoBLUUKY Tpe6OBaHI/Ie O BO3MeLleHNn NpU4nHEHHOro Bpeaa. CTanOBaFl Bblnnarta
ocyulecTBndeTca CTpaxoBLIMKOM B TedeHue Tpuauatu OHen co AHs npegcrtaBneHunsA HeobxoanMbIX OOKYMEHTOB.
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MaymneHT, yHaCTBOBaBLUVIVI B K/MHUYECKOM MCCrefoBaHUN OUOMEOMNLMHCKOrO KNeTOYHOro npoaykta, wumnun
BbII'Oﬂ,OI'IpI/IO6peTaTeJ'Ib no gorosopy 0bs13aTenbHOoro CTpaxoBaHusA 006s13aH coobWKUTL CTpaxoBLLKMKY ONA OCyLlleCTBNeHusA
CTanOBOIZ BbIiNnaTthbl MHJJ,I/IBM,EI,yaJ'lebIIZ M,El,eHTM(bI/IKaLI,I/IOHHbII;I KOO nauuneHTa, yCTaHOBJ'IeHHbIIZ CTpaxoBaTtenemMm B
COOTBETCTBMM C TUNOBbIMU NpaBuinammn obsizaTenbHOro CTpaxoBaHuaA.

12. [lo nonHoro onpeaeneHus pasmepa noanexallero Bo3MeLLeHNo Bpea CTPaxoBLLUMK MO 3asBNeHNIo NaLueHTa,
y4yacTBOBaBLUErO0 B KMNWUHUYECKOM WCCrenoBaHMM BUOMEAULMHCKOro KNeTOYHOro npoaykTa, WMv 3asBleHuto
BbirogonpuobpeTaTens BrpaBe OCYLWECTBMTb YacTb CTPaxOBOW BbIMfaThbl, COOTBETCTBYWOLWYID ¢akTU4eCcKu
onpeaeneHHon YacTh NPUYNHEHHOTO Bpeaa.

13. CTpaxoBas Bbinmarta B COOTBETCTBMU C [OFOBOPOM 00513aTE€NbHOMO CTPaxoBaHWUsi OCYLLECTBIISIETCS HE3aBUCUMO
OT BbINNAT, NPUYUTAIOLLMXCS MO APYIMM BUAaM CTpaxoBaHUs.

14. He gonyckaetcAa y4dyactume nauumeHta B npoBeAeHUn KIMMHU4YeCKoro wuccnenoBaHuA ornomeauumMHCKoro
KNEeTO4YHOro npoaykra npu oTCyTCTBUM O0roBopa 00s13aTenbHOro CTpaxoBaHuA.

15. KOHTponb 3a MCMONMHEHMEM OpraHu3auMen, NOonyyYMBLUEN paspelleHMe Ha MpPOBEAEHWUE  KIMMHUYECKOro
nccnenoBaHus OGMOMEAMLMHCKOIO KIMETOYHOro MpoAyKTa, YCTaHOBMEHHOW HacTosilen cTatbelt o6si3aHHOCTM Mo
CTpaxoBaHWIO XXM3HW, 300POBbs NaLMEHTa, Yy4aCTBYHOLLErO B KIMHUYECKOM UCCreoBaHnM OMOMEONLMHCKOTO KIETOYHOMo
npoaykTa, OCYLLeCTBMNSeTCs YMNofHOMOYeHHbIM defeparnbHbiM OpPraHOM WCMONHUTENbBHOW BRacTW, Bbl4aBLUUM
paspeLueHne Ha NpoBeAEHNE KITMHNYECKOTO UCCNELOBAHNS BMOMELMLMHCKOIO KNETOYHOTO NpoaykKTa.

CtaTbs 33. Nony4yeHue 6MonorM4yeckoro matepmana

1. MonyyeHne OGwvornorMyeckoro Matepuarna OT [AoHopa 6uonorMyeckoro MaTepuana Ans NPOU3BOACTBA
GUOMEONLIMHCKUX KIETOYHBIX MPOAYKTOB, B TOM YMCHE B LeNsX NpoBedeHWUst OOKIMHUYECKMX UCCredoBaHui v (Mnn)
KMUHUYECKUX MUCCNeaoBaHni, 1 MeauuuHckoe obcrefoBaHue AoHopa BMonornyeckoro Martepuana B Lensx BbiSBEHUs!
NpoTMUBOMOKa3aHUn Ans MonydYeHUss OT Hero 6uornorMyeckoro martepuana MpPOBOAATCA B OpraHM3aumax, UMerLnx
MULEH3NI0 HA MeOULIMHCKYIO AeATeNbHOCTb, Ha OCHOBAHUM 4OroBOpa MeXdy TakoW opraHvsauuen U npoussoguTenem
OVOMEANLIMHCKUX KIIETOYHbIX MPOAYKTOB 3a CHET YKa3aHHOIO NPOVU3BOAMTENS.

2. MpaBwnna nony4eHnss 6GMoNorMYeckoro matepuana Ans Nnpom3BoacTBa GUOMEANLIMHCKUX KNETOYHbIX NMPOAYKTOB U
nepefaym ero npousBoAUTENto OUOMEOUUMHCKMX KMNEeTOYHbIX MPOAYKTOB YCTaHaBNUBAKOTCH YMNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENbHOW BNacTy.

3. I'Ionyqume Guonornyeckoro mMmatepunana ana npou3BoacTBa BMOMEOULIMHCKUX KITETOYHbIX npoayKToB Mnpwn
NPUXN3HEHHOM [OOHOPCTBE [A0nyCKaeTCcA npu HalnnMydnMm BblipaXeHHOro B NMUCbMEHHOWN cbopme N BHECEHHOIo B
MEONUMNHCKYH OOKYMEeHTaLno OOoHOopa:

1) WHdOpMUpoOBaHHOIrO O0GPOBONBLHOIO COrfacus CoBeplUeHHONEeTHEro aeecrnocobHoro nuua nuéo
HecoBepLUEeHHOMNeTHero nuua, OObLABMEHHOr0 B YCTAHOBMEHHOM 3aKOHOM MOpsAAKe MOMHOCTLIO [eecrnoCoBHbIM,
npollefllero meguuuHckoe obcrieqoBaHue, Ha 6e3Bo3me3gHoe npeaocTaBneHne CBOero Guororuyeckoro martepuana
AOns Npou3BoAcCTBa GUOMEOMLIMHCKOTO KIeTOYHOro npoaykta, B TOM YuUcre B LENAX MpoBedeHUst AOKIMMHUYECKUX
nccnefoBaHui U (UNnK) KINMHUYECKUX UCCIEnoBaHWIA;

2) MHOPMMPOBAHHOMO AOOPOBONBHOMO COMMacusi OQHOTO M3 POAUTENEN MIM MHOTO 3aKOHHOMo MpeacTaBuTens
HecoBepLUEHHOMNETHErO Nuua (3a WUCKMYEHWeM HECOBEPLUEHHONETHENO nvua, yKasaHHOro B MyHKTe 1 HacTosuei
YyacTu), a TakkKe 5uua, NPU3HAHHOTO B YCTAHOBIIEHHOM 3aKOHOM MOPSiAKE HEeOeecrnoCOGHLIM WM  OrpaHUYEHHO
JeecnocobHbiM, Ha Ge3Bo3MesgHoe NpedoCTaBneHne GMONorMyeckoro Martepuana AaHHOro Nvua Ans Npov3BoAcTBa
BGUOMEOULIMHCKOrO KMNETOYHOro MpoAyKTa, B TOM 4Yucrie B LensX NpoBedeHUs OOKMUHUYECKUX uccriedoBaHuin u (Mnw)
KMUHUYECKUX uccrnedoBaHuii. [onyyeHne 6GuonorMyeckoro martepuana y Juvu, yKasaHHbIX B HacTOsILLEM MyHKTe,
[OMNycKaeTcsl TONMbKO B Cryyasix, eclnv OWOMEeOULMHCKUIA KMEeTOYHbI NpodyKT npeaHasHadYeH Ans NpUMEHEHUS
UCKIIOYMTENBHO 3TUM NLLAM UMW UX POACTBEHHMKAM - BMOMNOrMYeckuM poauTensM, poaHbIM AeTAM, POAHbIM BpaTbam U
POOHBLIM CecTpam.

4. Jlvuo, ykasaHHoe B NyHKTe 1 4yacTm 3 HacToslWeWn CTaTbW, MOXET B MUCbMEHHOM opmMme, 3aBepeHHOM
pykoBoguTenem MeauuUMHCKOW opraHm3aumm nvbo HoTapuanbHO, Bblpa3uTb CBOE BONEU3bSABIEHME O COrflacuMn Unun o
Hecorrmacum Ha NoCcMepTHOe NpefocTaBrneHve ero BuonorM4yeckoro Matepuana Ans Npom3soacTsa GUOMeaMLUHCKOro
KNeTOYHOro npoaykra.

5. B cny4yae OTCyTCTBMSI BbIP@XXEHHOTO MPW XU3HW BONEU3bSBMAEHUS NULA, yKasaHHOrO B nyHkTe 1 yactu 3
HaCTOALLEN CTaTbyW, B OTHOLUEHWM NMOCMEPTHOIO AOHOPCTBA MOMyYeHWe NMOCIe ero CMepTy GUoNorMyeckoro Matepuana
[ns NPOM3BOACTBa GMOMEAMLMHCKOIO KNETOYHOMO NpodyKTa AONycKaeTcs NMpyu HanM4unm nucbMEHHOTO Cormacusi cynpyra
(cynpyru) ymepliero, a npu ero (ee) OTCYTCTBMM - OOHOMO W3 POACTBEHHUKOB (OETW, POAMTENW, YCbIHOBIIEHHbIE,
YCbIHOBUTENW, poaHble 6paTbs M pofdHble CEeCTPbl, BHYKW, AeAywku u 6abyliku), 3aBepeHHOro pykoBoauTenem
MeOVLMHCKON OpraHn3aLmm Unm ynornHOMOYEHHbIM UM MLOM NGO HoTapuarnbHo.

6. ViHdopmauma o HanMuum BONEU3BABMAEHMS NULA, YKa3aHHOMO B 4acTuM 4 HaCTOSLWEW CTaTbW, WHbIX NUL B
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cry4yae, NpeaycMOTPEeHHOM YacTbio 5 HACTosALLEN CTaTbW, BHOCUTCS B MEAMLMHCKYIO JOKYMEHTaLuIo JoHopa.
7. MonyyeHune Gruonornyeckoro matepuasna npu NoCMepTHOM LOHOPCTBE HE AOMYyCKaeTCs:

1) ecnu npv XWM3HW NULO, yKasaHHoe B MyHkTe 1 yacTu 3 HacTosWen cTaTbW, BbIpasuno B ycTHou dopme B
MPUCYTCTBUM CBUAETENen CBOe BONEeM3bsBIEHMEe O HecornacuM Ha nocMepTHoe npedocTaBneHne 61Monornyeckoro
mMaTtepuana Ans npousBoAcTBa GMOMEeAMLIMHCKOrO KNETOYHOro NpodyKTa U AaHHble 06 9TOM BHECEHbl B MeOULMHCKYIO
OOKYMEHTaUMIo AaHHOro nvua B Nopsiake, YCTaHOBMEHHOM YMNOMHOMOYEHHbIM dhedeparibHbIM OpraHoM UCMONHUTENBHOWM
BracTy;

2) y yMmepLUero HecoBepLLEHHONETHEro NnLa, 3a UCKMYeHNeM yKasaHHOro B NyHKTe 1 YyacTu 3 HacTosLel cTaTby,
UMK y nnua, NPU3HaHHOIMo B YCTAHOBNEHHOM 3aKOHOM MopAOKe HEAEeeCnoCOBHbIM;

3) npy OTCYTCTBMU OAHOBPEMEHHO BONEU3BLSBIEHUS, BbIPAXXEHHOTO MPU XU3HU NULIOM, YKa3aHHbIM B MyHKTe 1
yactM 3 HacToswen cTaTbWM, O COMMacMM Ha MNOCMEPTHOE npegocTaBrneHne Ouonorvdeckoro matepuana ans
npon3BoacTBa BUOMEOULIMHCKOrO KIIETOUMHOIo NpoaykTa, U cornacus ero cynpyra (Cynpyru), a npu ero (ee) otcyTCcTBUM -
O[HOr0 U3 POACTBEHHMKOB, YKa3aHHbIX B 4acTu 5 HacTosiLLeNn cTaTby.

8. ®opma MHdOopMUpoBaHHOIO AOGPOBONBHOIO cornacus goHopa Guonornyeckoro marepuana nmbo ogHOro m3
pogouTenen UMM WMHOMO 3aKOHHOMO MpPeAcTaBMTENS JMua, yKasaHHOro B NyHKTE 2 4acTu 3 HacToslen cTaTbM, Ha
6e3Bo3Me3aHOEe MnpefocTaBneHne OGMoMnorMyeckoro marepvana fAns npov3BoAcTBa OMOMEOUMLMHCKOTO  KIETOYHOro
npoaykTta, B TOM 4ucne B Uendax nposeaeHnda OOKIMHUYEeCKNX I/ICCJ'IeD,OBaHVIVI n (I/IJ'II/I) KIMNMHNU4YeCKUx VICCJ'IeLI,OBaHVIVI,
dopmMa NMCbMEHHOro cornacust cynpyra (cynpyri) nubo ogHOro M3 pOACTBEHHUKOB, yKa3aHHbIX B YAacTWM 5 HacTosLlen
cTaTbM, YMepLIero nuvua Ha MNOCMEPTHOE MpefocTaBlieHWe OMOMorMyeckoro marepuana pgns npousBoAcTBa
BGuoMeanNLIMHCKOro KNEeTOYHOro MpoAykTa, B TOM 4YMcllie B LENsX NpoBeaeHUs AOKIMMHUYECKUX UCCNeqoBaHWn U (unu)
KNMHUYECKUX UCCe0BaHNIA, YTBEPXKOAIOTCSA YNOMHOMOYEHHbLIM hefeparnbHbIM OpraHoOM UCTONHUTENBHOWM BNacTw.

Cratbsa 34. NpaBa 1 o6s13aHHOCTU AOHOpPa GMONOrMYecKoro matepuana, ero poaurenie U UHbIX 3aKOHHbIX
npepcraBuTenen

1. JoHop Ouonornyeckoro matepuana npuv MPUWKM3HEHHOM [OOHOPCTBE (OAMH U3 €ero poauTenen unum WHowm
3aKOHHbIN NpeacTaBuTENb) UMEET NMPaBo:

1) Ha 3awWwmMTy NpaB 1 OXpaHy 340POBbA AOHOPA;
2) Ha 03HaKOMIMeHue ¢ pesynstataMmm MeauuMHCKoro obcnegoBaHus JOHOPa;

3) Ha nonyyeHue B AOCTYNHON hopMe MHopMaLIMN O BUOMEOULIMHCKOM KIIETOYHOM MpOoAyKTe, AN NPoM3BoACTBa
KOTOPOro npenocTaBnsAerca GuonorMyeckuii martepuan, O MNopsAaKke MoMnyyYeHUss M UCMONb3oBaHMsA GUONMOrMYeckoro
maTepuana, 0 BO3MOXHbIX MOCNEeACTBUAX U3bATUA BUONOrMYeckoro Matepuana ans 30opoBbs AOHOPa;

4) Ha nonyvyeHne MeOMUMHCKOM MNOMOLLM B paMKax MporpaMmbl FOCYAapCTBEHHbIX rapaHTum GecnnaTtHoro
oKasaHus rpaxxgaHam MeavuMHCKOM MOMOLUM B Cllyvae BO3HUMKHOBEHUS y JOHOPa peakumni U OCNOXKHEHWUN, CBA3AHHbIX C
AOHOPCTBOM;

5) Ha oTka3 B Nto00 MOMEHT OT NpeAoCcTaBneHnsa Gnonormieckoro marepuana.

2. [oHop 6Guonornyeckoro marepuwana (OQMH U3 €ro poauTernen WNu WHOW 3aKOHHbIM MNpeAcTaBuTEmNb) Mpu
NPWXN3HEHHOM AOHOPCTBE 065s13aH COOOLWUTS:

1) nHpopmaumo 06 N3BeCTHbIX emMy 3aboneBaHusiX, MEPEHECEHHbBIX JOHOPOM U (UIN) UMEIOLLNXCS Y LOHOPa;

2) nHdopmaumio 06 ynoTpebneHun JOHOPOM HaPKOTUYECKUX CPEACTB, NCUXOTPOMHbLIX BELECTB, NeKapCTBEHHbIX
npenaparos;

3) vHble cBegeHus, umerowme 3HadeHme gna obecnedeHnst 6esonacHoro JOHopcTBa BMonorMyeckoro marepuana,
nepeyYeHb KOTOPbIX YTBEPXKOAETCS YNONHOMOYEHHbIM dhefeparnbHbIM OpraHOM UCMONHUTENBHOW BNacTy.

3. [HoHop 6uonorvyeckoro martepuana npu MNPUXKU3HEHHOM [OHOPCTBE 06a3aH MNPOWTM MeaULMHCKoe
obcnenoBaHue. YkasaHHoe MeavuuHcKoe obcrneaoBaHve SBnseTcs Ana AoHopa GecnnatHbiM. Mopsaok MeauUUHCKOro
obGcrnegoBaHNss goHopa M nepedyeHb MpoTuBonokasaHuid (abConoTHbIX U OTHOCUTENbHLIX) ANS MNONyYeHus
Guonornyeckoro matepuana yTBepxaarTcs yrofHoMoYeHHbIM deaeparnbHbiM OpraHoM UCMOMHUTENBHON BNacTy.

4. [oHop Owuomnorumyeckoro martepuana (OOuUH M3 ero poguTenel UM MHOWM 3aKOHHbIA MNpPeacTaBuTENb) Mpu
NPWXN3HEHHOM JOHOPCTBE, YMbILIMEHHO CKPbIBLUMIA UMW UCKa3UBLLMIA N3BECTHbIE EMY CBEOEHUSA O COCTOSHUM 300pPOBbSA
JOHOpa Mpu OCYLLUECTBMEHUN UM NPWXKU3HEHHOrNO OOHOPCTBa OMOMOrMyeckoro marepuana, B pesynbrate 4yero Obin
NPUYMHEH Bpen XW3HW, 300POBbI MALMEHTa, MEAMUMHCKUMX pPabOTHMKOB, WHbIX §WL, HECET OTBETCTBEHHOCTb,
YCTaHOBNEHHYI0 3akoHoaaTenbcTBoM Poccuiickon ®egepaunn.
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Cratbsa 35. ponsBoACTBO U peanusaumnsa 6MOMeANLIMHCKUX KIETOYHbIX NPOAYKTOB

1. TMponsBoacTBO GMOMEOULMHCKOrO KMETOYHOTro NpodyKTa OCYLIECTBNSeTcA C cobniogeHvem TpeboBaHuii
pernameHTa ero rnpov3BOACTBA, KOTOPbIA YTBEepXXAaeTcs npoussoauTeneM GMOMeaMLUMHCKOTO KMEeTOYHOro npoaykra u
BKITlOYaeT B cebs:

1) nepeyveHb UCMNOMb3yEMbIX KNETOYHbIX NMHWIA, NEKapCTBEHHbIX MpenapaTtoB, (hapMaleBTUHEeCKUX CyOCTaHLuiA,
MELMLUMHCKNX U3AENUIA U BCoMoraTerbHbIX BELLECTB C yKasdaHMeM KOnmyecTBa Kaxaoro U3 HuX;
(B pea. PenepanbHoro 3akoHa ot 03.08.2018 N 323-93)

2) OaHHble 00 ncnonb3lyemom 060pyD,OBaHMI/I, onncaHne TexHONorm4eckoro npouecca n MetToaoB KOHTPONA Ha
BCeX 3Tanax npomn3soacTea OromMeguMUMHCKOro KNeTo4HOoro npoAyKTa.

2. I'Ipanma npon3BoacTBa OMoOMEeaNUMHCKNX KNETOYHbIX NPOAYKTOB yCTaHaBNMBAKTCA NpaBuiiamMu Hagnexatlewn
NPaKTUKK no pa60Te ¢ BMOMEeaNLIMHCKMMW KNETOYHbLIMMN npoaykrtamMu, yTeepXgeHHbIMU YNOJTHOMOYEHHbIM cbenepaanblM
OopraHomMm NCMNOMHUTENbHON BNAacTu.

3. Npomn3BoacTBO He 3aperncTpmpoBaHHbix B Poccuickon degepaumm GUOMEANLIMHCKMX KNETOYHbIX NPOAYKTOB, 3a
NCKIIOYeHeM CcriydaeB MNpouM3BOACTBA OMOMEAUMUMHCKMX KNETOYHbIX MPOAYKTOB ANSA uenen [OKAMHUYECKUX
nccnegoBaHUn BUOMEOMUMHCKMX KIETOYHBIX NPOAYKTOB WM KMMHWYECKUX MCCreaoBaHWA OGMOMEOMUMHCKUX KIETOYHbIX
NPOAYKTOB, HE AOMyCKaeTCs.

4. 3apernctpupoBaHHbll OGUOMEAVMUMHCKUA KNEeTOYHbI MNPOAYKT OMpederieHHOro Tuna (ayTONOruyHbIN,
annoreHHbIN, KOMOUHMPOBAHHBIN) MOXET MPOM3BOAMUTLCS C MCMOMb30BAHWEM KMETOYHbIX FIMHWIA, NMPUTOTOBIEHHbIX U3
Buonormyeckoro matepuarna, norny4eHHOro OT pasnuyHbIX A4OHOPOB. [Mpu cobniogeHnn TpeboBaHuin, YCTAaHOBMAEHHbLIX MpU
rocygapCTBEHHOW permcTpauum BuoMeamuUMHCKOrO KNeToOYHOro npogykTa, NOBTOPHAas roCyAapCTBEHHas peructpauus
Takoro 6GOMeaNLIMHCKOrO KIETOYHOro npoAdykta He TpebyeTcs.

5. 3anpellaeTcst Npon3BoaCcTBO:
1) cbanbcnnunpoBaHHbIX BUOMEOULNHCKMX KNETOYHbIX NPOAYKTOB;

2) BMOMEOVLMHCKUX KIMETOYHbIX MPOAYKTOB C HapylleHMem MpaBun Hagnexalwien npaktuku no pabote c
BUOMEANLIMHCKMMU KITETOYHBIMY NPOAYKTaMM.

6. lNoaTrBepxxgeHne COOTBETCTBUSI NPOU3BEOEHHOrO OMOMEAMLMHCKOro KNeTOYHOro npoaykta TpeboBaHusaM,
YCTaHOBIEHHBIM NMPU €ro rocyaapCTBEHHOW permcTpaumu, 1 COOTBETCTBUSA NMpoLecca ero npomsBoactsa TpeboBaHUAM
Hagnexallen npakTukM no pabdote ¢ GOMEONLMHCKMMI KNETOUHLIMU MPOAYKTaMU OCYLLECTBIISAETCS YNOMHOMOYEHHbLIM
NMUOM npousBoauTens OUOMELMLMHCKOrO KMETOYMHOTO MPOAYKTa, 3a MWCKIYEHNEM OMOMEOUUMHCKUX KIETOYHbIX
NPOOYKTOB, MPOM3BEAEHHbIX ANA LOKIMHWYECKUX WCCNEAOBAHUMA W KIIMHUYECKMX WCCNEeAoBaHMN GUOMEANLIMHCKNX
KNeToYHbIX NpoayKkToB. TpeboBaHus K YpOBHIO 0b6pa3oBaHuns 1 kBanudurkaumm, Nopsiaok atrectalmm ynosTHOMOYEHHOro
nuua npowusBoauTena OGUOMEOULMHCKOrO KIIETOYMHOro NpoAykTa W €ero nofiIHoMo4vMsi no obecrnevyeHuto kadecTBa
OMOMEANLMNHCKOrO KITIeTOYHOro npoaykrta, BBOOMMOro B oOpauleHue, ycTaHaBnMBAKTCHA YMNOSTHOMOYEHHLIM
denepanbHbIM OpraHoM UCMOSTHUTENBHOW BNacTu.

7. |_|p0VI3BO,D,VITe.I'IVI BrMoMeULMHCKUX KIETOUHbIX NPOAYKTOB MOTyT OCYLWECTBIIATbL peann3auunto O1MoMeNLIMHCKNX
KNEeTOYHbIX MPOAYKTOB!:

1) OpyrMM npowv3BoauTensiM OMOMEOULMHCKMX KMNETOYHbIX MPOAYKTOB AN MPOM3BOACTBA OMoMeaMLMHCKMX
KMETOYHbIX NMPOAYKTOB;

2) Hay4YHbIM opraHu3aumsiM, o6pasoBaTenibHbIM OpraHM3aUUsaM Ans NPoBeAeHMs! HayYHbIX UCCred0BaHWA;
3) opraHM3auusm, OCyLLECTBSOLMM MEANUMHCKYI0 AeATENbHOCTb.

8. lpaBuna peanusauum 6GUOMEOULMHCKUX KITETOYHbLIX MNPOAYKTOB YycTaHaBnuBawTca [1paBUTENbLCTBOM
Poccuinckon denepauuu.

Cratba 36. MapkupoBKa 6MOMeANLIMHCKUX KINETOYHbIX NPOAYKTOB

1. I'Iepequb CcBeAEHN, HAHOCMMbIX Ha NnepBUYHYH0 YNaKoBKY, BTOPUYHYIO YMaKOBKY BMOMEONLMHCKMX KIETOUHbIX
NPOOYKTOB W TPAHCNOPTHYK Tapy, B KOTOPYK MNOMeELlEeH OMOMEANLMHCKUIA KITETOYHbIN NpoaYyKT, YyCTaHaBNMMBaeTCA
YNOJTHOMOYEHHbIM cpe,u,epaanblm opraHom NCMOSNMHUTENbHOWN BNACTU.

2. lMepBUYHasA ynakoBKa W BTOPMYHAA YNakKoBKa ayTONOMMYHbIX GUOMEAMLMHCKUMX KMNETOYHbIX MPOAYKTOB M
KOMBVHMPOBaHHbIX BUOMEAMNLIMHCKUX KINETOUYHbIX NPOAYKTOB MapPKUPYIOTCA C UCMONb30BaHMEM METOOOB PaaMoYacTOTHOM
NaeHTUUKALMM NPUHAOTIEXHOCTM Takoro BMOMEAMLMHCKOTO KIETOYHOMo NMpoAyKTa KOHKPETHOMY MauueHTy B Nopsiake,
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yCTaHOBJ1EHHOM YMNMOJIHOMOYE€HHbIM cbe,qepaanblM opraHom NCMNOMHUTENbHON BNAcTu.

3. Ha nepBUYHyO0 yNakoBKYy U BTOPUYHYHO YMAKOBKY OMOMEAMULMHCKMX KITETOYHbLIX NMPOAYKTOB, NpegHasHayYeHHbIX
ONs OOKMMHUYECKUX WCCNedoBaHUA WU KNWUHUYECKUX WCCNedoBaHUiA, HaHOCUTCA Haanuck: "[Ons AOKNMUHUYECKMX
nccnenoBaHMn” unn "0nsa KNMHNYECKNX nccneooBaHnn".

Cratba 37. TpchnOpTMpOBKa n XpaHeHue 6uonorn4yeckoro MaTepuana, KrnetoKk AnA npurorToesreHuns
KNeTO4YHbIX ﬂVIHVII7I, KNeTO4YHbIX nvu-wu7|, npegHasHa4yeHHbIX AOnNA npou3BoAacTBa OMOMEegULMHCKUX KNEeTOYHbIX
NPOAYKTOB, OMOMEeaNLIMHCKUX KNEeTOUYHbIX npoAaykKToB

1. Buonorvyecknin matepuan, KNeTkn ANA MPUrOTOBMEHUA KNETOYHbIX NUHUIA, KMNEeTOUYHble NUHUMK,
npeaHasHayeHHble AN Npou3BoacTBa GUOMEANLIMHCKUX KNETOUHbIX NPOaYKTOB, GUOMeANLIMHCKUE KINEeTOYHbIe NMPoayKThI
[OIMKHbl TPaAHCMOPTMPOBATLCS C COOMoJeHMEM YycTaHaBMMBaeMblX YMNOHOMOYEHHbIM dhedepanbHbiM  OpraHoM
NCMOMNHUTENbLHON BMACTU NPaBu TPaHCMOPTUPOBKMU.

2. buonorndeckuit maTtepuan, KIeTkM ONS NPUTOTOBNEHUS KNETOYHbIX JUHWUIA, KNETOYHble JUHUN,
npegHasHa4YeHHble A51s NPoM3BoACcTBa BMOMEOULMHCKMX KNETOYHbIX NPOAYKTOB, BOMeOUUMHCKME KNETOYHbIE MPOAYKTI
OOIMKHbl XpaHUTbCA B YycrnoBuax OuobaHkoB, obGecneumBalwLMx coXpaHeHue ux O6MOMOorM4yeckux CBOWCTB U
npeaoTBpaLLalLLNX X MHPULMPOBAHUE U 3arpsi3HEHME.

3. TpeboBaHusa Kk opraHmsauum wn gesTenbHOCTM GMobBaHKOB, a TakkKe npaBuna XpaHeHus Guonornmyeckoro
martepuana, KneTtok AN NPUroToBRAEHUS KNETOYHbIX SIMHWIN, KNETOYHbIX MUHWUN, NPeAHasHa4YeHHbIX Ans NpOov3BOACTBa
BUoMeaNLIMHCKNX KNEeTOYHbIX NPOAYKTOB, BMOMEANLMHCKMX KNETOYHbIX NPOAYKTOB YCTAHABNMBAKTCH YNOTHOMOYEHHbIM
heaeparnbHbIM OpraHoM UCMONHUTENBHONW BRACTy.

Cratbsa 38. YHMUYTOXEeHUEe HeBOCTpeGoBaHHOro GMOMOrM4yeckoro mMarepuarna, HeBoCTpPeGOBaHHbLIX KNeToK
ONsl NPUroTOBMEHUSI KMEeTOUYHbIX JIMHUMWA, HEeBOCTPEeOGOBaHHbLIX KMETOYHbIX FIMHUM, MNpeAHa3Ha4YeHHbIX Ans
npousBoAcTBa GMOMEAULMHCKUX KMEeTOUYHbIX MNPOAYKTOB, HeBOCTpPeGoBaHHbIX GMOMEAMLIMHCKUX KMeTOUHbIX
NpPoAyKTOB

1. HeBocTpeGoBaHHbIi Guonormyeckuii Matepuar, HeBoCTpeboBaHHbIE KNETKU ANsl MPUFOTOBMIEHMS! KIETOYHbIX
JIMHWI, HEBOCTPeOOBaHHbIE KMETOYHblE NMHMK, MpedHasHayeHHble ANs NPoWM3BOACTBA OMOMEAMUMHCKUX KIETOYHbIX
NpoaykToB, HeBOCTpeboBaHHble GUMOMEAMUMHCKUE KNEToYHble NPoayKTbl MOANEXAT YHUYTOXEHWUIO B MOpSOKe,
yCTaHOBMNEHHOM 3aKOHOAATENbCTBOM B Cdepe oXpaHbl 340POBbS.

2. danbcndurumMpoBaHHble GUOMeaNLMHCKME KNeToYHble NPoAyKTbl UM HegoGpokayecTBeHHbIe BroMeauLMHCKME
KMNEeToYHble NPOAYKThI Noanexar UsbATUIo M3 oBpalleHus No pelleHnio deaepanbHOro opraHa UCMONHUTENBHONM BRacTu,
ocyLLEeCTBRsAOLWEro (OYHKUMM MO KOHTPOMIO M Haasopy B cdepe 3apaBooxpaHeHus. ocneaylollee yHUUTOXEeHUe
danbCUOULNPOBAHHBLIX GUOMEAULIMHCKUX KMNETOYHbIX MPOAYKTOB WU HeOobpoKayecTBEHHbIX OUOMeOULMHCKUX
KMEeTOYHbIX NPOAYKTOB OCYLLECTBNSETCA Ha OCHOBaHUW pelLleHuUst Briagenbla 6MomMeanuMHCKOro KIeTo4YHOro npogykta u
(vnn) pelieHns deaepanbHOro opraHa UCMNoIHUTENbHOW BNacTu, OCYLLECTBNALLEro YHKLUMN NO KOHTPOMIO U Haa3opy
B cpepe 30paBoOOXpaHEeHUs:, Unn peLleHns cyaa.

3. KoHTpadhakTHble GUOMEANLIMHCKME KNETOUHbIE NPOAYKTLI NOAMNEXAaT U3bATUI0 U3 0BPALLEHNSI 1 YHUHTOXEHUIO MO
peLLeHuto cyaa.

4. MNMopagok YyHUYTOXeHna danbcuduumMpoBaHHbX OUMOMEONLUHCKUX KNETOYHbIX MNPOAYKTOB,
He,EI,O6p0Ka\-IeCTBeHHbIX 6I/IOM€J1VILI,I/IHCKI/IX KNEeTOYHbIX NpPOAYKTOB WU KOHTpaCbaKTHbIX 6VIOMeLI,I/ILI,I/IHCKI/IX KNEeTOYHbIX
NpPOAYKTOB ycTaHaBnmBaeTcs [paButenscTBoM Poccuiickon Pepepauun.

5. Pacxogbl, CBfiI3aHHbIE C YHUYTOXEHUEM anbcuULMPOBaHHbIX BUOMEOULIMHCKMX KINETOYHbIX NPOOYKTOB,
HenobpoKa4yeCTBEHHbIX OUMOMEOUNLMHCKMX KMETOYHbIX MNPOAYKTOB W KOHTpadakTHbIX OMOMEOWLMHCKMX KMETOYHbIX
NpOAYKTOB, BO3MELLAOTCS UX BrafernbLamu.

6. Bnapeney 6uMOMEOMUMHCKOrO KMETOYHOro MNpoAyKTa AOJDKEH npeactaBuTb B dedepanbHbli opraH
WCMOSTHUTENBHON BNacTu, OCYLLECTBISIOWMA (PYHKLMM NO KOHTPOMIO U Haa3opy B chepe 30paBOOXpaHEHUs], JOKYMEHT,
NOATBEPXKOAIOLLMIA PaKT YHUHTOXKEHUS BUOMEOULMHCKOrO KINETOYHOrO NPOAYKTa, UMK ero 3aBePEHHYI0 B YCTAHOBIIEHHOM
nopsaAgke Konuio.

7. ®epepanbHbIii OpraH UCMOMHUTENBHON BNACcTX, OCYLLECTBSAOLWIMA YHKLUUM MO KOHTPOMO U Haasopy B cdepe
30paBOOXPaHeHUs, NPUHSABLUUIA pelleHne 06 YHUUTOXEeHWUM BGUOMEAMLMHCKOrO KNEeTOYHOro MpodyKTa, OCyLiecTBnseT
KOHTPOSb 32 UCMOITHEHMEM YKa3aHHOTO PeLLeHUs.

CtaTtbs 39. OCO6GEeHHOCTU OKa3aHUA MeQULMHCKOM MOMOLLM C MPUMEHEHNEM GUOMEeANLIMHCKUX KNEeTOYHbIX
NpPoAyKTOB

1. MegMWUMHCKYIO MOMOLWb C NPUMEHEHWEM OWOMEAMUMHCKUX KIEeTOYHbIX MPOAYKTOB MOryT OKasbliBaTb
mMeguuMHCKe paboTHMKM, Npollealine obydYeHne Mo AOMOMNHMTENbHOW MpodeccuoHanbHol nporpamMme (Mporpamme
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NnoBbILLUEHNA KBaJ'IVId)VIKaLI,VIVI) no BoOMnpocamM npuMeHeHnA OMOMEONUMNHCKMX KINETOYHbIX NPOAYKTOB. ﬂpmmeprle
OONOJTHUTENbHbIE I'IpO(beCCMOHaJ'IbeIe nporpamMmmmbl (ﬂpOFpaMMbl NOBbILLEHNA KBaﬂVI(bVIKaLl,I/IVI) no BOMpocam
NnpuMeHeHunsA OMoMeaUUMHCKNX  KINETOYHbIX NPOAYKTOB YyTBepXAakTCA YNOJIHOMOYEHHbIM cbep,epaanblM opraHomMm
NCMONMHUTENbHOW BNAacTU.

2. CamocTosTenbHoe npumeHeHne nauneHTom OrMoMeanUMHCKNX KNETOYHbIX NPOAYKTOB HE O0NYCKaeTCA.

3. BbuomeamuUHCKME KNETOYHble MNPOAYKTbl, B COCTAB KOTOPbIX BXOOAT KIMETOYHbIE MWHUKW, MOMYyYEHHblE U3
Buonormdyeckoro marepvana foHopa Ouonornyeckoro martepuana, MMEHOLWEro npoTMBOMOKAa3aHWsl, BKMOYEHHblEe B
nepeyeHb NPOTUBOMOKa3aHMM (abCOMOTHLIX WU OTHOCUTENbHBLIX) ANA NonyyeHus Guomorumyeckoro MaTtepuana ans
npon3soAcTBa BMOMEANLMHCKMX KIETOYHbIX NMPOAYKTOB, MOTYT ObiTb MPUMEHEHbl AN feYeHus TONbKO camMoro JoHopa
aToro Gmonoruyeckoro matepvana (ayTonormyHoe NpuMeHeHune).

Cratbs 40. UHcopmauusa o GMoMeaNLIMHCKMX KIETOYHbIX MPOAYKTaxX

1. Hdopmaums o GUOMEANUMHCKNX KIETOYHBbIX NPOAYKTaX AOMMKHA COAepXaTbCHA TOMbKO B CNeunanm3npoBaHHbIX
n3gaHnsx, B TOM 4Yucre MoHorpagusx, CnpaBoOYHMKaX, Hay4YHbIX CTaTbsX, AOKNagax Ha KoHrpeccax, KoHdepeHUusX,
CMMMNO3MyMax, Hay4HblX COBETax, Ha CrneuuannsaMpoBaHHbIX cavTax B ceTu "MHTepHeT", a Takke B MHCTPYKUMSX MO
NMPUMEHEHNIO BUOMEANLIMHCKUX KNETOYHbIX NPOAYKTOB M APYTMX MHPOPMAaLMOHHBIX MaTtepuanax, npeaHasHa4YeHHbIX Ans
MEAMLMHCKNX pabOTHMKOB.

2. [onyckaeTcs Wcnonb3oBaHWe MbbiXx MaTepuanbHbiX HOCWUTENEN, MO3BOMSIOWMX XpaHUTb, MnepenaBaTb M
MCMoMnb30BaTb MHOPMALMIO O GUOMELNLIMHCKUX KIIETOUYHBIX NPOAYyKTax 6e3 UCKaXKeHWA.

CtaTbA 41. MOHVITOpMHI' 6e3onacHOCTN BMOMEeAULIMHCKMUX KNeTOYHbIX npoAaykKkroB

1. BuomeauLMHCKME KNETOYHbIE MPOOYKThl, Haxogswmecs B obpaileHnn B Poccuiickon ®epepaumun, nognexar
MOHUTOPUHIY ©€e30MacHOCTM B LIENSX BbISBMEHUS BO3MOXHbLIX HEraTMBHbLIX MOCHEACTBUMIA UX MPUMEHEHWSs, KOTOPbLIN
nposoauTcs heaeparnbHbIM OpraHOM UCNOMHUTENbHOM BNAcTU, OCYLLECTBNALWMM OYHKLUN MO KOHTPOM U HAA30py B
cdepe 30paBOOXpaHEHUs], B YCTAHOBIEHHOM MM MOPSAKE Ha OCHOBAHUKM COOBLLEHUI, NPeayCMOTPEHHbIX YacTammn 2 n 3
HacCTOSALLEN CTaTbW.

2. CybbekTbl obpalleHns GUOMEANLIMHCKMX KIETOYHbBIX NPOAYKTOB 06s13aHbl HANpaBnsaTh COOOLWEHNS O MOBOYHbLIX
OENCTBUSIX, HeXenaTerlbHbIX peakuusix, CepbesHblX HeXernaTenbHbIX peakuusix, HenpeaBUOEHHbIX HeXenaTenbHbIX
peakumax npu MNpUMEHEHMM OUMOMEOULMHCKUX KIEeTOYHbIX MPOoAYyKTOB, 00 MWMHAMBMAOYAIbHOW HENepeHOCUMOCTH,
OTCYTCTBMU 3P(PEKTUBHOCTU OMOMEONLMHCKUX KIETOYHBIX NPOAYKTOB, 06 OCOBGEHHOCTAX WX B3aUMOAEWCTBUSI C
NeKapCTBEHHbIMK Mpenapatamu, MeUUUHCKUMU U3AEeNuaMM, NULLEBBIMU NPOAYKTaMu, ApYrMMn OuMoMeanuMHCKUMUK
KNeToYHbIMM NpoaykTamu, a Takke 00 MHbIX dhakTax n o6CToATENbCTBAX, NPEACTABNSALWMX YrPO3Y KU3HN NN 300POBbIO
yenoBseka Mpu MNPUMEHEHMUM OUOMEOUUMHCKUX KMETOYHbIX MPOAYKTOB M BbISIBMEHHbLIX HA BCeX 3Tanax obpalleHus
OUOMeaNLIMHCKMX KINEeTOYHbIX NpoaykToB B Poccuiickon ®epepaumm.

3. Opl'aHVI3aLWII/I, OKas3blBawouwne mMeguunHCKyro nomMollb 6epeMeHHbIM, poxeHunuam, poaunbHuUuam wu
HOBOPOXAOEHHbIM, 06s13aHbl HanpasBnATb coobLeHus 060 Bcex cny4vadax poxnoeHud neten c BpPOXAEHHbIMX aHOMaNMnMAMmn
nnn nopokamMum pas3sunTuA B criy4vae, eciim B OTHOLWWEeHUU O4HOro us pO,EI,I/ITeJ'IeIZ Takmx OeTen paHee npun MegununHCKOM
BMeLlaTenbCcTBe NpuMeHAnncb OromeauUMHCKNE KNeToYHble NpoAYKThI.

4. BnagenbsLbl pernctpaumoHHbIX yOOCTOBEPEHUN BUOMEANLIMHCKUX KIETOYHbIX NPOAYKTOB, puanyeckue nuua,
Ha MMs KOTOpbIX BbldaHbl pa3pelleHnsl Ha MPOBEAEHME KIMHUYECKUX MCCregoBaHMi OGMOMEOMLMHCKUX KIETOYHbIX
NpoAayKkToB, NMBO YMNOMHOMOYEHHbIE WMW [pyrve lopuauvyeckue nuua B pamkax obecnedeHnss 6e3onacHocTu
OUOMEANLIMHCKNX KITETOYHBIX NPOAYKTOB B MOPsSiAKe, yCTAHOBNEHHOM doedeparibHbIM OpraHOM MCMONTHUTENBHOWN BNacTH,
OCYLLECTBAOLLMM (PYHKLMM MO KOHTPOIO U HAa30py B cdepe 30paBoOXpaHeHNsi, 00513aHbl OCYLLECTBIATE NPUEM, YYET,
06paboTKy, aHanM3 N xpaHeHue nocTynawwux B UX agpec oT cybbekToB obpalleHns BUoMeaULMHCKUX KIETOYHbIX
NPOAYKTOB W OpPraHOB rOCYAapCTBEHHOW BMacTuM COOOLEHUA O MOBOYHBLIX AEWCTBUAX, HEeXenaTernbHbIX peakumsix,
Cepbe3HbIX HeXernaTenbHbIX peakunsix, HenpeaBUAEHHbIX HeXenaTemnbHbIX peakuusax npyu npyuMeHeHnn buomMeanUMHCKNX
KNeTOYHbIX NPOAYKTOB, 06 OCOBEHHOCTAX WX B3aMMOOEWCTBMS C FEKapCTBEHHbIMW MpenapataMv, MegULMHCKUMMU
N3genusaMu, MNULEBLIMU NPOAYKTaMKU, APYrMMU OMOMEOVUMHCKMMM KMNETOYHLIMU MpodyKTamu, 00 WHAMBUOYANbHON
HenepeHoCMMOCTK, a Takke 00 MHbIX hakTax U 0BCTOSATENbLCTBAX, MPEACTaBMSAWMUX YIPO3y XU3HU WUMWM 340POBbLIO
yenoseka NUG0O BNUAKOWMX Ha W3MEHEHWE OTHOLUEHWS OXWOAEeMOW MOoMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
BUOMEANLIMHCKNX KIETOYHbIX MPOAYKTOB.

5. MNpwu BbISIBNEHNN MHPOPMaLMW, NPELYCMOTPEHHOM YaCcTbo 4 HACTOSLLEN CTaTbW, BNagenbLbl PErMCTPaLMOHHBLIX
YOOCTOBEPEHMIN BUOMEANLIMHCKMX KMETOYHbIX NPOAYKTOB, OPUAMYECKME NuLa, Ha MMS KOTOPbIX BblAaHbl pa3peLleHns Ha
npoBeAeHNE KNMHUYECKUX UCCNEAOBAHNN DMOMEONLIMHCKNX KITETOYHbIX NMPOAYKTOB, MO0 YNOMTHOMOYEHHbIE UMW ApYyrue
fopyandeckme nvua obsizaHbl NPUHATbL Mepbl, HaNpaBMNeHHbIE HA YCTPAHEHWE HEeraTUBHbIX MOCNeACTBUIA NPUMEHEHMUS
Taknx GMOMELMLMHCKUX KNETOYHbIX NPOAYKTOB, NpeaynpexaeHne npuunHeHns Bpeaa XusHu Unn 340pOBbH0 YENoBekKa,
3aLUTY NAUNEHTOB OT NMPUMEHEHUSA Takmx BUOMEOULMHCKUX KNETOYHbIX MPOAYKTOB, HA OOMNOMHUTENbHBIN COOP AaHHbIX
06 adppekTnBHOCTM 1 0 6e30MacHOCTU Taknx BMOMEANLMHCKUX KNETOYHbIX NMPOAYKTOB.
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Crtatbsa 42. NMpuocTtaHOBNEHUEe NPUMEHEHUs1 GUOMEeANLIMHCKOTO KNeTOYHOro NpoAyKTa

1. ®epepanbHbI OpraH UCMONHUTENBHON BMACTW, OCYLLECTBAIOWNA OYHKLMW NO KOHTPOSO 1 Haas3opy B cdepe
30paBOOXpaHeHnst, NPMHUMAET B MOPSAKE, YCTAHOBIEHHOM YMNOMHOMOYEHHbIM dhefepanbHbiM OpraHoM MCMOSTHUTENbHOM
BMacTu, peLleHne 0 NPUOCTAHOBIEHNM NPUMEHEHNS BUOMELMLMHCKOIO KIETOYHOrO NPOAYKTa:

1) npu nonyyeHun uHdopMaUMM O MNOGOYHBLIX AEWCTBUSIX, HE YKasaHHbIX B WMHCTPYKUUM MO MNPUMEHEHUIO
GUoMeaNLIMHCKOrO KINEeTOYHOro MPOAYKTa, CEPbE3HbIX HEXenaTenbHbIX peakumsax U HenpeaBUAEHHbIX HexenaTenbHbIX
peakumax, o6 0coBeHHOCTAX B3aMMoAencTBUS GMOMEOMLMHCKOro KreToOYHOro npoAyKTa C FeKapCTBEHHbIMU
npenapatamn, MEAULMUHCKUMU W3OENUAMU, MULLEBLIMU NPOAYKTaMMK, OPYrMMU BUOMEOULUHCKMMMK  KNETOYHbIMU
NpoayKTaMu, KOTopble MOMyT NPeACTaBNATb Yrpo3y KU3HW UMK 300POBbI0 YErNoBeKa, a Takke 0 HECOOTBETCTBUU AaHHbIX
06 3hheKTBHOCTM BMOMeONLMHCKOrO KINEeTOYHOro NpoayKTa U 0 6e3onacHOCT! GUOMEAMLMHCKOrO KIETOYHOro npoaykra
AaHHbIM, cofepXallumMMcs B UHCTPYKLUK MO €ro NPUMEHEHWIO;

2) NpyW HEWCMNONHEeHWX WM HeHaanexallem MWCMOfHEHUM BragenbluaMy PerucTpauMoHHbIX YOOCTOBEpPEHU
OUOMEANUMHCKUX KINEeTOYHbIX MPOAYKTOB, lOpUAMYECKMMM nuuaMu, Ha WM KOTOPbIX BblOaHbl pas3pellueHust Ha
npoBedeHne KNUHUYECKUX WCCMNeaoBaHUin BUOMEOULIMHCKUX KMNETOYHbIX MPOAYKTOB, WM  YMNOMHOMOYEHHLIMU UMK
APYTUMW I0pUaNYECKUMI NULaMKN 06A3aHHOCTEN, YCTAHOBMEHHbIX YacTaMu 4 n 5 ctaten 41 HacTosiwero ®enepansHOro
3aKoHa;

3) B cny4ae BbIHECEHUS 3aKMYeHUs O HeLOCTOBEPHOCTW pe3ynbTaToB KIMHWYECKOro KccnenoBaHus
G1OMEULIMHCKOrO KIETOYHOrO MpoAyKTa, KOTOPOe OCHOBAHO Ha pesynbraTtax MpOBEPKUM MEAULIMHCKOW OpraHu3aumu,
NpoBOAMBLUEN yKa3aHHOE KIMHWYECKOE WCCRefoBaHUE C HapylleHWeM MpaBwun Hagnexallen npakTvki no pabote ¢
BuomMeaNLIMHCKUMW KNETOYHBbIMW MPOAYKTaMu, NMbo B CryyYae HEBbIMOMHEHWS NPeAnucaHns No UToram OcCyLLEeCTBEHUS
BbIODOPOYHOrO KOHTPOMS KadecTBa BMOMEAMLMHCKOIO KIMETOYHOIO NpoAyKTa.

2. ®epepanbHbI OpraH UCMONHUTENBHOW BRAcTW, OCYLLECTBASAOLWMIA YHKLUUN NO KOHTPOMO U HaA3o0py B cdepe
3[,paBOOXpaHEHMS, MO pe3ynbsTataM MOHUTOPUHIa 6e30MacHOCTN BUOMEONLNHCKMX KNETOUHBIX MPOAYKTOB pa3MeLlaeT Ha
cBOEM ohuumnanbHoOM cante B cetn "UHTepHeT" MHpopmMaLmio O MPUHATOM peLLEHN O NMPUOCTAHOBAEHNN NPUMEHEHNS
OMOMEANLIMHCKOIO KNETOYHOIo NpoayKTa U (Min) CBA3aHHOM C HAM PELLUEHUN O BO3MOXHOM BO30OHOBIEHNM NPUMEHEHNS
BGMOMENLIMHCKOIO KNETOYHOro NpoayKTa.

Crtatba 43. lNopsgok BBo3a B Poccumnckyro ®depepaumro n BbiBo3a U3 Poccuinckon Pepepauumu
OMoMeANLIMHCKUX KINETOYHbIX NPOAYKTOB

1. Beo3z B Poccuirckyio depepaumio GUOMEOULNHCKMX KMETOYHbIX MNPOAYKTOB OCYLLECTBMASETCA B Mopsake,
ycTaHoBneHHom lNMpasutenscTBom Poccuickon degepauun, B COOTBETCTBUN C MEXAYHAPOAHBIMU AOrOBOPaMn N akTamu,
CoCTaBnsAwWMMN NpaBo EBpasniickoro skoHomu4deckoro cotosa (ganee - npaeo EA3C), n (unu) 3akoHogaTenbCTBOM
Poccuinckon degepauunm o TaMOXXEHHOM aene.

2. Beosumble B Poccuiickyio denepaunio GuomMeguLMHCKME KMNeToYHble NPoAyKTbl OOMKHbI ObITb BKIOYEHBI B
rocyapCTBEHHbIN peecTp GMOMEOULIMHCKUX KINETOUYHbIX NMPOAYKTOB.

3. B Poccuinckyto degepaumio OnyckaeTcs BBO3 OMOMEOUUMHCKMX KIETOYHbIX NPOOYKTOB, KAYeCTBO KOTOPbIX
NoATBEPXAEHO cepTudukaTtoMm npoussoguTend OMOMeaMUMHCKOro KIeTOYHOro MpoAyKTa, YAOCTOBEPSOLWUM
COOTBETCTBME BBO3UMbIX OMOMEONLMHCKMX KNETOYHbIX MNPOoAYyKTOB TpeboBaHWAM HOPMATMBHOM [AOKYMEHTauuu Ha
BUOMEANLIMHCKMIA KNETOYHbIN NPOOYKT.

4. Beo3 B Poccuickyto degepaumio KOHKPETHOW NapTun He3aperncTpupoBaHHOrO BMOMEOMLIMHCKOTO KIEeTOYHOro
NpoayKTa, NpegHa3HayYeHHoro Ans ero rocygapCTBEHHOM peructpaumm (B ToM Ymcne gnsi npoBeaeHnst bruomeanumnHcKom
9KCMEepPTM3bl, JOKIMHUYECKMX UCCNEQOBaHUN N KITMHNYECKMX UCCNEAOBAHMN) UK ON1S OKa3aHWs MEeAMLMHCKOM MOMOLLM
KOHKPETHOMY MaLMEHTY MO >XM3HEHHbIM MOKa3aHMAM, [OMYCKaeTCsl MpU Hanvyuny paspeLleHnst YNorHOMOYEHHOro
denepanbHOro opraHa WCMONHUTENbHOW BracTM MO 3asiBlIEHUSM UL, YKasaHHbIX B cTaTtbe 44 HacTosiwero
depnepanbHOro 3akoHa. PaccmoTpeHue Takoro 3asiBNeHust U NpUHSTUE peLleHUst O Bbldade paspelleHus Ha BBO3
OMOMEOMLMHCKMX KMETOYHbIX MPOAYKTOB NMOO 00 OTKase B BblAaye YKa3aHHOro paspeLleHUs OCYLLECTBSTCA Ha
OCHOBaHUN MPUITOXKEHHOW K 3asaBIEeHUI0 crneumdukaumm Ha OWMOMEAUMUMHCKAA KNETOYHbLIM NPoAyKT B CPOK, He
npeBblIaLWNA AecaTn paboynx OHEN CO AHS NPUHATUS YNONTHOMOYEHHbIM dedepanbHbIM OPraHOM UCTONMHUTENbHON
BracTu Takoro 3asiBrieHus. [nara 3a Bblgavy ykasaHHOIo paspeLlUeHns He B3MMaeTCs.

5. Mpu BBo3e B Poccuiickylo Pepepaumnio OMOMEOULMHCKUX KINETOYHbIX MPOAYKTOB B TaMOXEHHbIE OpraHbl
Poccunckon ®epepauum Hapsgy C OOKYMeHTaMu, NpeacTaBfeHne KOTopbiX npedycMoTpeHo npasoM EASC u (unu)
3akoHogartenscTBoM Poccuiickon ®egepauum 0 TamoXeHHOM derne, NpeacTaBnsAlnTcs cneayowme JoKYMeHTb:

1) cepTudukat npousBoauTenss OMOMEOULMHCKOrO KINETOYHOrO MNPOAYKTA, YOOCTOBEPSLUA COOTBETCTBUE
BBO3UMOr0 GMOMEANLIMHCKOrO KNETOYHOro npoaykta TpeboBaHMAM HOPMATUBHOM OOKYMEHTauuu Ha GuomeaunuuHCKui
KINETOYHbIN NPOAYKT;
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2) cneuudpmkaumns Ha GOMEOULMHCKUI KNETOYHbIN MPOAYKT;

3) paspelueHne ynorHOMOYeHHOro deneparnbHOro opraHa MCMNOSIHUTENBHOM BacTM Ha BBO3 KOHKPETHOW napTuum
OMOMEANLIMHCKOIO KNETOYHOro MPoAYKTa B Cry4asix, yKasaHHbIX B YacTu 4 HACTOSILLEN CTaTbMy.

6. Beos B Poccuiickyto Pegepauunto danbCcudmunpoBaHHbIX OUOMEONUMHCKUX KNETOYHbIX MPOAYKTOB,
HegobpoKkayeCTBEHHbIX OMOMEONUNHCKUX KIETOYHbIX MNPOAYKTOB, KOHTPAdaKTHbIX OMOMEAMLMHCKUX KIETOYHbIX
NPOAYKTOB 3anpeLyaeTcs.

7. BbiBO3 B1OMeguUMHCKUX KNEeTOYHbLIX NpodykToB M3 Poccunckon ®enepauum ocyllecTBnsieTcs 6e3 npuMeHeHus
OorpaHu4eHun, yctaHoBneHHbIx npasom EASC n (unu) 3akoHogaTenbcTBoM Poccuiickon defepaumm 0 BHELLHETOProBOM
OEeATENbHOCTHW, ECNN NHOE HE YCTaHOBNEHO MexXayHapoaHbiMu gorosopamu Poccuiickon ®eaepaunn.

8. BblBO3 BMOMEANLIMHCKMX KMNETOUYHbIX NPOAYKTOB, NPpeAHa3HaYeHHbIX ANs r'yMaHUTapHOW NOMOLLM (COAENCTBUS)
UM NOMOLLM MPKM Ype3BblyariHbIX CcUTyaumsx, n3 Poccuiickon degepaummn oCyLecTBASETCS B Nopsgke, yCTaHOBNEHHOM
MpaButenscTtBOoM Poccunckon ®egepaumn.

CrtatbA 44. lOpuamnyeckue nuua, KOTOpPbIM paspeLleH BBO3 6MOMeAULIMHCKUX KIeTOUYHbIX NPOAYKTOB

BrvomeaumunHckne kneTodHble NpoaykTbl MOrYT BBO3WMTb B Poccuiickyio demepauuio cneayolime iopuandeckme
niua:

1) npousBoguTenb OUOMEOULIMHCKOTO KNEeTOYHOro npoaykTa Ans uenei cobCTBEHHOro Npou3BoACTBa
G1OMEONLIMHCKOIO KIIETOYHOro NPOAYyKTa;

2) opraHusauusi, obrnagatowasi npaBamMuM Ha pesynbraTtbl AOKIMHUYECKUX WCCReaoBaHuin GroMeanLMHCKOro
KNEeTOYHOro MPOAYKTa, KIMHUYECKUX UCCNefoBaHWin GUMOMEAMLMHCKOrO KMEeTOYHOro MpoaykTa U (MNKU) Ha TEXHOMOruto
npousBoAcTBa OUOMEOMLUMHCKOrO KNEeTOYHOro MpOoAyKTa, WM YMNofIHOMOYEHHOE €l  puaudeckoe nvuo Aans
OCYLLECTBNEHUsI rOCyAapCTBEHHOW perncrpauumn 6rnoMeguumMHCKOro KNneTo4YHoro NpoaykTa;

3) obGpasoBaTenbHble oOpraHusauuu Bbicliero oGpasoBaHuWs U (MNKM) opraHu3auMum OOMONHUTENbHOro
npodpeccmoHansHoOro 06pasoBaHus, y4acTByHOLLME B OpraHv3aummn NpoBedeHns OOKMUHUYECKUX UccrnedoBaHuin U (Unm)
KIMMHUYECKUX UCCrefoBaHUn GUOMEONLMHCKUX KMETOUHbIX NMPOAYKTOB UMM NPOBOASALLME Takue UCCNEeOoBaHUsi, a Takke
VHble OpraHvM3auuu, KOTOpble Y4YacCTBYHOT B OpraHvM3auuu NpPOBEAEHUS| [OOKMUHUYECKUX WCCREeQoBaHWA W (Mnu)
KMUHUYECKUX NCCMNENOBaHNIN GOMEANLMHCKMX KNETOYHbIX MPOAYKTOB MK B KOTOPLIX NPOBOASTCS Takue UCCNENOBaHWS;

4) MeguuMHCKUE OpraHM3auun U ykasaHHble B MyHKTax 1 - 3 HacTosen cTaTby OpraHuMsauum Ons oKasaHus
MeOULMNHCKOW MOMOLLN KOHKPETHOMY nNauuMeHTy MO >XU3HEHHbIM MNOoKasaHWaM Npu Hanuyuu paspelleHusd
YNOJTIHOMOYEHHOro q)e,qepaanoro opraHa NCMONMHUTENBLHOMN BNnacTth, BblAAaHHOINoO B nopdake, YyCTaHOBJIEHHOM
YNOJTHOMOYEHHbIM q)enepaanblm OopraHomMm WCMONHUTENbHOWN BnacTu, B obopme QNEeKTPOHHOIo AOKyMeHTa, noaAnncaHHoro
YCUMEHHOW KBannuunpoBaHHOW aNEKTPOHHOW NOAMUCHIO.

Ctatba 45. B3anmopgencrtBue hepepanbHOro opraHa WCNONHUTENbHOW BRacTWU, YMNOJIHOMOYEHHOro B
obnacTv TamoXeHHoOro gerna, v ynofiHoMo4eHHoro cheaepanbHOro opraHa UCnosiHUTeNbHOW BnacTu

1. YNONMHOMOYEHHbLIN deaepanbHbii OpraH WCNOMHUTENbHOW BracTU MNpPenocTaBfsieT B pacnopsikKeHue
defepanbHOro opraHa UCMONMHUTENBHOW BRAcTU, YNONHOMOYEHHOrO B 06racTu TamMOXXEHHOro Aena, rocyaapCTBEHHbIN
peecTp GUOMEaNLIMHCKUX KNETOYHbIX NPOAYKTOB, a Takke MH(OPMaLMIO O Bbl4aHHbIX pa3peLLeHnsX Ha BBO3 KOHKPETHOW
napTm 6MoMeanUMHCKNX KNETOYHbIX NPOAYKTOB B Criyyasix, yka3aHHbIX B YacTu 4 ctaTtbmn 43 HacToswero PegeparnbHOro
3aKoHa.

2. ®epepanbHbI OpraH UCMNOMHUTENBHOW BNAcTU, YNOTHOMOYEHHbIA B 00nacTy TaMOXeHHOro aerna, MHopmupyeT
YMONTHOMOYEHHbI hefeparnbHbIi OpraH UCMOMHUTENbHON BMAacTu O BBO3e OUMOMEOMUMHCKMX KIETOYHbIX MPOAYKTOB B
Poccuiickyto ®efepaumio n BbiBo3e BMOMEOULIMHCKUX KNETOUHbLIX NMPoayKToB U3 Poccuickon ®efepaumm no popme n B
nopsifike, KoTopble ycTaHoBrneHbl [NpasutensctBoMm Poccuinckon denepaumu.

CtaTbs 46. locyaapcTBeHHbIN KOHTPONb B chepe obpalleHnss 6MoMeAULIMHCKUX KNETOYHbIX NPOAYKTOB

1. FocyaapcTBEHHbIN KOHTpOmnb B cdhepe obpalleHnss GUOMEAVLMHCKMX KNETOYHbIX NMPOAYKTOB OCYLLEeCTBMSeTCs
denepanbHbIM OpPraHOM WCMOMHWUTENbLHON BMAcTW, OCYLLECTBRASALWIMM (YHKLUMM NO KOHTPOMIO M Haasopy B cdepe
30paBOOXpaHeHusl, U BKOYaeT B cebsi NMLEH3NOHHBIN KOHTPOSb B cdhepe NponsBoacTBa GUOMEANUMHCKUX KIETOYHbIX
MPOAYKTOB, TOCYOApPCTBEHHbLIA KOHTPOMb 3a [AesiTenbHOCTbIO B cdepe obOpalleHVs GUOMEAULMHCKUX KIEeTOYHbIX
MPOAYKTOB, BbIGOPOYHbIN KOHTPONb KayecTBa GUOMEQNLIMHCKUX KIIETOUYHbIX NPOOYKTOB.

KoHcynbtaHTlnoc: npumeyaHue.
O nopsigke NUULEH3NPOBaHMSA OEATENBHOCTU MO NMPOWU3BOACTBY OMOMEAMLMHCKUX KMETOYHbIX NMPOAYKTOB, CM.
MoctaHoBneHwue MNpasutensctea PO ot 03.10.2018 N 1184.
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2. JINLUEH3NOHHBINA KOHTPOMb B cdhepe NPOM3BOACTBa OMOMEOULMHCKUX KNETOYHbIX NPOAYKTOB OCYLLECTBNSAETCH B
cootBeTcTBUM C DeaeparnbHbiM 3akoHOM oT 4 mada 2011 roga N 99-®3 "O nuueH3anpoBaHUM OTAENbHbLIX BUAOB
nesrtenbHocTn".

3. locyaapcTBEHHBINA KOHTPOIb 3a AeATENbLHOCTLIO B cdhepe obpalleHns BUOMEOMUNHCKMX KNETOYHbBIX NPOAYKTOB
OCYLLECTBMSAETCA B COOTBETCTBUMM ¢ PegepanbHbiM 3akoHOM OT 26 gekabps 2008 roga N 294-03 "O sawute npas
IOPUAMYECKMX MWL, U MHOMBUAYanNbHbBIX NPeAnpuUHMMaTenen npy ocyLLecTBIEeHNN rocygapCTBEHHOro KOHTpons (Hag3opa)
N MYHULMNANbHOIO KOHTponsa" C yd4eToM OCOOEHHOCTEN, NPedyCMOTPEHHbIX HacTosilen cTaTbel, U B Mopsiake,
ycTaHoBneHHoMm lNMpasutensctBom Poccunckon ®egepaumn.

4. TocyaapCTBEHHbIV KOHTPOSb 3a AeATENbHOCTLIO B cdhepe obpalieHnss GMOMEANLIMHCKMX KNETOYHbIX MPOAYKTOB
BKITIOYAET B cebs:

1) opraHusauuio U NpoBefdeHWe MpPOBEPOK cobnoAeHns cyGbekTamy obpalleHusi GUOMEONLMHCKUX KIETOYHbIX
MPOAYKTOB YCTaHOBMEHHbIX HacToswmMm (PedepanbHbiM 3aKOHOM W MPUHATBIMW B COOTBETCTBUM C HWUM  WHbIMU
HOpMaTMBHBLIMU MpaBoBbIMK akTamu Poccuiickon denepaumm TpeboOBaHUN K OOKNMUHUYECKUM WUCCMNENOBaHUSAM,
KNMMHUYECKUM WCCreqoBaHUsIM, MPOW3BOACTBY, peanusauuM, XpaHeHui, TpaHCNopTUPOBKEe, BBO3y B Poccuickyto
denepauuto, BbIBO3Yy 13 Poccuiickoi ®egepauun, NPUMEHEHNIO, YHUUTOXEHNIO BUOMEONLIMHCKUX KIMETOUYHbIX NMPOAYKTOB;

2) opraHusauuio 1 NpoBeaeHNe NpPoBEPOK COOTBETCTBUS BUOMEANLMHCKNX KNETOYHbIX NPOOYKTOB, HAaXoasLWUXCs B
obpalleHnn, nokasaTensMm KayecTBa, YCTaHOBMEHHbIM HOPMAaTUBHOW OOKYMeHTauueln Ha GUoOMeONLMHCKUIA KIeTOYHBbIN
MPOAYKT;

3) npumMeHeHne B Nopsiake, YCTAaHOBIIEHHOM 3akoHogaTernbCcTBOM Poccuiickon degepaumm, mep no npeceveHuto
BbISIBNIEHHbIX HapyLleHun TpeboBaHuin HacTosiwero PenepansHOro 3akoHa M (MnNn) NO YCTPAHEHUIO NOCNEACTBUIN Taknx
HapyLleHWIN, B TOM YMCIe NPUHATUE PELLEHMS O MPUOCTAHOBNEHMN 0OpaLLeHns BMOMEONLIMHCKNX KNETOYHbLIX MPOOYKTOB
W Bblgady npeanucaHuini 06 yCTpaHEHUU BbISIBNEHHbIX HApYLIEHUN, a Takke MpuBReYeHne K OTBETCTBEHHOCTU MnuL,
COBEPLUMBLLNX TaKne HapyLleHus.

5. lNpeaBapuTenbHOe corracoBaHWMe C opraHamu MpPOKypaTypbl CPOKOB MPOBEAEHWS BHEMMaHOBOW NPOBEPKU
cybbekToB ob6paweHns OMOMEAMLMHCKMX KITETOYHbIX MNPOOYKTOB, a Takxke npegBapuTenbHOe YyBeAOMMeHue
IOpMaNYECKUX nuL, MHOUBUAYanbHbIX NpearnpuHMMaTtenen O Havane npOoBeAeHVs Takow npoBepkn He Tpebyetcs.
OpraHbl npokypaTypbl WH(OPMMUPYIOTCA O MNpOBeAEeHUM BHEMNaHOBOW MpoBepkn cybbekToB obOpalleHus
OuoMeanLIMHCKMX KINEeTOYHbIX NPOAYKTOB MyTeM HanpaeneHWsl COOTBETCTBYIOLLMX JOKYMEHTOB B TeYeHWe Tpex paboumx
OHEN COo OHSA OKOHYaHWS Takow NpPoBepKU.

6. Bbl60p0‘-IHbII7I KOHTPOIb Ka4vecTBa OMOMEOMNLIMHCKUX KNETOYHbIX NPOAYKTOB OCYLUECTBNAETCA B NopAnke,
yCTaHOBTEHHOM YMNOJTHOMOYE€HHbIM (bep,epaanblM opraHom NCMNONHUTENbLHONM BNAacTn, 1 BKNOYaeT B ceds:

1) o6paboTky cBegeHun, B obasaTtensHOM nopsaake npeaocrtaBnsemblx cydobektamum obpalleHns GuoMeauLMHCKNX
KNEeTOYHbLIX MPOAYKTOB, O CepusiX, NapTUsSX OMOMEOMLIMHCKUX KINETOYHbIX MPOAYKTOB, MOCTynawwux B obpalleHue B
Poccunckon ®egepaunm;

2) otbop o6pasuoB OBUOMEAMLMHCKUX KIETOYHbIX MNPOAYKTOB Yy CybObekToB obpalieHns 6GuomeauumHCKUX
KMETOYHbIX NPOAYKTOB B LiENsX NPOBEAEHUS UCTIBITAHUIA Ha UX COOTBETCTBMNE TPeOOBaAHUSIM HOPMATMBHON AOKYMEHTaLMn
Ha BMOMeaNLMHCKMI KNETOYHBIA NPOAYKT;

3) NpuHATME Mo pe3ynbTaTtaM NPOBEAEHHbIX UCTbITAHUIA peLleHnst O AanbHelweM obpalleHn COOTBETCTBYHOLLENO
G1OMEONLIMHCKOIO KIIETOYHOro NPOAYyKTa;

4) npuHATME deaeparnbHbIM OPraHOM WCMOSHWUTENbHOW BRACTW, OCYLLUECTBASAIOWMM (YHKUMU MO KOHTPOMIO Wt
Haasopy B cdepe 34paBOOXpaHeHusl, pelleHnst o nepesode OMOMEAMUMHCKOrO KINeTovHOro npogykTa Ha MocepuiHbIA
BbIOOPOYHbIA KOHTPOSb KayecTBa B Cry4Yae MOBTOPHOrO BbISIBIEHUS HECOOTBETCTBUS KavecTBa OUMOMeOMLMHCKOro
KNeTo4YHOro npogykta TpeboBaHWSM HOPMAaTUBHOW AOKYMEHTauuu Ha OUOMEAMUMHCKUA KNETOYHbIM NpogykT v (mpu
HeobXoaMMOCTN) O MPOBEeAEHMM MPOBEPKM CyObekTa obpalleHusi GMOMEaNUMHCKMX KNETOYHbIX MpoaykToB. Pacxogpl,
CBSi3aHHble C MpoBedEeHNeM MOCepUNHOro BbIBOPOYHOrO KOHTPOMS KavecTBa GUMOMEeOMLIMHCKOrO KMeTOYHOro npogykra,
onna4yvBaloTca npomsBoguTeneM OMOMEOULMHCKOro KMeTOYHOro npogykta nubo BnagenbueMm perncTpaumMoHHOro
yooCcToBepeHUst GUOMeaNLIMHCKOrO KNEeTOYHOro NpoayKTa.

7. [omkHOCTHble nuvua eaepanbHOro opraHa MCMOMHUTENbHOW BracT, OCYLUECTBRSOWEro GyHKUMM Mo
KOHTPOMK M Haasopy B cdepe 34paBoOOXpaHeHus, B MOPsiAKe, YCTAHOBMEHHOM 3akoHOZaTenbCTBOM Poccuiickon
depepauuu;

1) Ha OCHOBaHUN MOTMBMPOBAHHbLIX MUCbMEHHbIX 3aNpPOCOB MOMyYaloT OT CyObekToB obpalleHns BroMmeanuUHCKMX
KNeToYHbIX MPOOYKTOB CBedeHWs, Heobxoaumble ANS MPUHSATUSA pPeLLeHWiA No BOnpocam, OTHECEHHbIM K KOMMEeTeHL MU
opraHa rocyAapCTBEHHOro KOHTPONS;

2) 6ecnpenaTCTBEHHO MO NPegbABMEHUN CryXeOHOro yooCTOBEPEHMS U KOMMM Npukasa (pacnopsbkeHus) o
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Ha3Ha4YeHn npoBepKM MnocewarnT UcCnosibdyemMble CY6'beKTaMVI O6anJ,eHVIFI OMOMEONLMHCKMX KNETOYHbIX npoayKToB
TeppuTopun, 3gaHnd, NnoMeLweHNnA 1 COOpYyXeHua B Lendax nposeeHnsA Meporlpl/lﬂTl/IIZ MO KOHTPOIO;

3) npoBoasAT oTGOp 06pasLoB GMOMEAMUMHCKMX KNETOYHbIX NMPOAYKTOB, NMpedHasHauyeHHbIX ONs peanusauun u
peanusyeMmblx cyObekTamu o6palleHnss OMOMEOMLMHCKMX KNeTOYHbIX MPOAYKTOB, AN MNPOBEepPKM WX KavyecTsa,
npoBedeHUss UCCReaoBaHWi, MCMNbITAaHUA B COOTBETCTBMM C MNpasBunamuM otéopa o6pasuos, YCTAHOBMEHHbLIMU
YNONHOMOYEHHbIM hefiepanbHbIM OpraHoOM UCMOMHUTENBHON BNAacTy;

4) BblgatoT cybbekTam obpalleHuss BUOMEANLMHCKMX KMNEeTOYHbIX MNPOAYKTOB MNPEeAnucaHns O npekpaleHum
HapyweHun TpeboBaHun HacTtoswero PenepanbHOro 3akoHa U 00 yCTpaHeHMU BbISIBMEHHbLIX HApYLUEHWUN YKa3aHHbIX
TpeboBaHuW.

CtaTtbf 47. OTBeTCTBEHHOCTb 3a HapylLleHue 3akoHogaTtenbcTBa Poccuinckon ®degepaumum o6 obpalleHum
6MoMeANLIMHCKNX KNETOUYHbIX MPOAYKTOB

HapyweHue 3akoHogaTenscTBa Poccuiickoit ®egepaumn o6 obpalleHnm 6UoOMeanLMHCKUX KNETOYHbIX NPOdYKTOB
BrieYeT 3a coboii HacTynneHne OTBETCTBEHHOCTM B COOTBETCTBUU C 3aKoHoaaTenscTeoM Poccuiickon degepaumu.

Cratba 48. BoameweHue Bpeaa, NpUu4YNHEHHOro XXv3Hn m 300pPOBLIO rpaxxgaH BclreacTBue NpMMeHeHus
OMOMEeaNLMHCKNX KNEeTOYHbIX npoAaykKroB

1. lNpoussogutenb GMOMEOULIMHCKOIO KIETOYHOrO Npoaykta obs3aH BO3MECTUTb Bped, NMPUHMMHEHHBIN KU3HM,
3[0POBbI0 rPaxaaH BCreacTBne NpUMeHeHNs BUoMeanLIMHCKOrO KNeTOYHOMo NPoAyKTa, ecny AokasaHo HanMymMe OgHoro
13 cregyLwmx 06CToATENbCTB!

1) GMOMEOMLMHCKUI KNETOYHLIN MNPOAYKT MPUMEHSANCSA MO Ha3HA4YeHW0 B COOTBETCTBUM C MHCTPYKLUMEN MO
NPMMEHEHNI0 BMOMEOULMHCKOTO KIIETOYHOrO MpoAyKTa WM MNPUYUHOW Bpeda >KM3HW, 340POBbI0 rpaxaaH SBUITOCb
npMMeHeHne HegobpoKa4YeCcTBEHHOIO BUOMELMLIMHCKOTO KNETOYHOMO NPOAYKTA;

2) NpuYVHOW Bpeda XW3HW, 340POBbIO rpadaH sBUNacb HedoCTOBepHasi MHpopMauusl, colepkallascs B
WHCTPYKLUMUW N0 NPUMEHeHMI0 GUOMEONLIMHCKOrO KNETOYHOro NpoayKTa.

2. OpraHusauusi, B KOTOpPOW MPUMEHSIeTCA GUOMEAMLMHCKUIA KNETOYHbIN NPOAYKT, 06si3aHa BO3MECTUTb Bpef,
MPUYMHEHHBIA KWU3HW, 300POBbLID rpaxaaH BCNeAcTBMe MNPUMEHEHUs BUOMeOMLMHCKOTO KMEeTOYHOro MpoaykTa, ecnu
[0Kas3aHo, YTO NPUYMHOW Bpeda >KU3HW, 300POBbI0 rpakaaH SBUIOCb MPUMEHEHUE OUOMEOULMHCKOrO KIETOYHOro
npoayKTa ¢ HapyLueHNeM UHCTPYKLUK MO ero NpuMeHeHuHo.

3. BoamelleHne Bpena, NPUYMHEHHOIO XXW3HU, 300POBbI0 rpa)KdaH BCNEeACcTBME MPUMEHEHUs GUOMeaULMHCKOro
KNeTOYHOro NpoayKTa, OCYLLECTBSETCS B COOTBETCTBUM C 3aKkoHoAaTenscTBoM Poccuiickon degepauun.

CtaTbs 49. NMopsagok BCTynneHns B cuny Hactoswero depgepanbHOro 3akoHa

1. Hactoswmn ®enepanbHbii 3akoH BCTynaeT B cuny ¢ 1 siuBaps 2017 roga, 3a UCKOYEHNEM MOMOXEHWI, Ang
KOTOPbIX HACTOSILLEN CTaTbEN YCTAHOBMNEH UHOW CPOK BCTYMNIEHMS NX B CUITY.

2. YacTtb 2 1 nyHKT 2 Yyactn 5 ctatbk 35 HacToswero degepansHOro 3akoHa BCTynatoT B cuny ¢ 1 aHBapa 2018
roga.

Mpe3ngeHT
Poccunckon ®epepauun
B.MYTWH
Mocksa, Kpemrnb

23 nioHa 2016 ropa
N 180-93
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